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Re: U.S. Smokeless Tobacco Company’s Request for Advisory Opinion

Dear Secretary Clark:

I am writing on behalf of U.S. Smokeless Tobacco Company (“USSTC”) to respond to
comments opposing USSTC’s request for an advisory opinion. In particular, I wish to respond to
comments contained in a May 31, 2002, letter to the Commission from Howard K. Koh,
Commissioner, Executive Office of Health and Health Services, of the Massachusetts
Department of Public Health (the “MDPH letter”’), and those contained in a June 4, 2002, letter
to the Commission from Senator Richard J. Durbin and Congressman Henry A. Waxman (the
“Durbin/Waxman letter”’), opposing USSTC’s request for an advisory opinion.

Like most of the other comments submitted to the Commission in response to USSTC’s
request for an advisory opinion, neither the MDPH letter nor the Durbin/Waxman letter
challenge the truthfulness of the contents of USSTC’s exemplar statement it proposes to
disseminate in advertising.! Instead, the letters dispute USSTC’s right to make such statements,
even if true and substantiated.

Both letters claim that USSTC seeks to target youth with its proposed advertising
statements. The Durbin/Waxman letter also objects to the Federal Trade Commission providing
an advisory opinion in response to USSTC’s request on the grounds that smokeless tobacco is a
“gateway to smoking;” that the FTC lacks the requisite authority to issue such an advisory
opinion; and that “leading health agencies and expert panels” would not support USSTC’s

! In its Request for Advisory Opinion, USSTC proposed the following exemplar statement:

The Surgeon General in 1986 concluded that smokeless tobacco “is not a safe substitute for smoking cigarettes.”
While not asserting that smokeless tobacco is “safe,” many researchers in the public health community have expressed
the opinion that the use of smokeless tobacco involves significantly less risk of adverse health effects than smoking
cigarettes. For those smokers who do not quit, a growing number of researchers advocate switching to smokeless
tobacco products.
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request. Many of the positions taken in the two letters are unsupportable or are contradicted by
other research. To the extent that they raise real public policy issues, they are the subject of

substantial, continuing debate.

USSTC Does Not Seek to Target Youth in its Advertising

The most significant issue raised by the MDPH letter is the claim that USSTC is seeking
to target youth in the use of the advertising statements USSTC proposed to the FTC. The MDPH
letter argues that the statements in advertising about which USSTC requests an advisory opinion
from the FTC are for the purpose of enabling USSTC to “expand their efforts to market to youth
arguing that the product is safer than cigarette smoking.” MDPH letter at 1. This argument is
repeated in the Durbin/Waxman letter, citing to the Massachusetts Tobacco Control Program
(“MTCP”), which, according to Senator Durbin and Congressman Waxman, “has . . . determined
that UST is aggressively advertising its smokeless tobacco products in youth-oriented magazines
including Sports lllustrated, Hot Rod, and Rolling Stone.” Durbin/Waxman letter at 4 (citing
Massachusetts Department of Public Health, Smokeless Tobacco Advertising Expenditures
Before and After the Smokeless Tobacco Master Settlement Agreement (May 2, 2002)
(hereinafter MTCP report)).

Nothing could be further from the truth. USSTC has made clear its commitment to
advertise and sell its smokeless tobacco products only to adults. As stated in its request for an
advisory opinion, USSTC is the only smokeless tobacco company to enter into the Smokeless
Tobacco Master Settlement Agreement (“STMSA”’) with the Attorneys General of a number of
states and territories. (It should be noted that, while USSTC is the only smokeless tobacco
company to undertake this legally binding commitment, the Commonwealth of Massachusetts
did not choose to enter into the STMSA. Of course, USSTC’s compliance voluntarily extends to
Massachusetts.) As a result, USSTC is supporting programs to reduce youth usage of tobacco,
and has agreed to limitations on its advertising and marketing efforts that might be attractive, in
the view of the Attorneys General, to underage potential consumers of smokeless tobacco, even
though USSTC’s competitors have agreed to no such restrictions.

The MTCP’s allegation that USSTC is “targeting” youth, contrary to the provisions of the
STMSA, is without merit.> Nonetheless, in order to leave no doubt that its marketing program is
oriented to adults and adults only, USSTC announced on June 7, 2002, that it would suspend

2 The STMSA does not define the term “target.” The MTCP report attached to the MDPH letter defines targeting purely
in terms of the readership of various publications, concluding that advertising in publications with 15% youth
readership constitutes “targeting.” MTCP report at 2. This simplistic approach is contrary to the FTC’s more realistic
definition of “targeting” in connection with both the Children’s Online Privacy Protection Act (“COPPA”) and the
Trade Regulation Pursuant to the Telephone Disclosure and Dispute Resolution Act of 1992 (the “900-Number Rule”).
COPPA’s implementing regulations provide a multifactor analysis to determine when a website is “targeted to
children,” including an examination of the website’s “subject matter, visual or audio content, age of models, language
or other characteristics of the website or online service, as well as whether advertising promoting or appearing on the
website or online service is directed to children.” 16 C.F.R. § 312.2 (2002). Under the 900-Number Rule, to deem an
advertisement as “directed to children under 12,” the Rule requires either that 50% of the audience be under age 12, or
that the same kind of multifactor analysis used in COPPA be applied. 16 C.F.R. § 308.3 (e) (2002).
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advertising in Sports Illustrated, Hot Rod, Motor Trend and Sporting News, ?ending review,
even though the vast majority of the readers of those publications are adults.

In fact, as discussed in USSTC’s request for an advisory opinion, youth usage of
smokeless tobacco has declined substantially over the last decade. USSTC’s clear intent — as
evidenced by the nature of the statements it proposes to make and as suggested in its proffered
“exemplar” — is to communicate to adult smokers the fact that many researchers are of the
opinion that smokeless tobacco products are a significant harm reduction alternative to
cigarettes.

Smokeless Tobacco is not a “Gateway to Smoking”

The Durbin/Waxman letter asserts “gateway” arguments, in claiming that “[a] growing
body of evidence suggests that smokeless tobacco acts as a ‘gateway drug’ to cigarette use.”
Durbin/Waxman letter at 2. To support this assertion, the Durbin/Waxman letter relies on three
studies.

The first of these studies was published last year by Dr. C. Keith Haddock, et al. That
paper makes assertions the paper’s own data does not support. As summarized in the
Durbin/Waxman letter, “Dr. C. Keith Haddock and colleagues reported in Preventive Medicine
last year that in a population of 7,865 male Air Force recruits, smokeless tobacco users were
233% more likely to be smoking at the end of a year than non-users. The study concluded that
use of smokeless products ‘appears to be an important predictor of smoking initiation among
young adult males.”””* In fact, however, the Haddock paper contains little, if any, support for the
hypothesis either that smokeless tobacco use is a “predictor” of smoking initiation in the general
population, or that smokeless tobacco is a “gateway” that leads to cigarette smoking.

The authors recognize that their findings are “inconsistent” with other studies, even
though they do not understand why:

The large number of nonsmokers who initiate smoking following [basic military
training] is disturbing from a preventive medicine perspective. The high initiation rates
among both [smokeless tobacco] users and nonusers is inconsistent with epidemiological
studies based on the civilian population where most smoking initiation occurs prior to age
18 years. . .. The vast majority of initiation of cigarette smoking was within 6 months
post-[basic military training]. Haddock, et al. at 266.

The authors also concede that their study population of USAF recruits is “unique” and that their
findings may not be applicable to the general population:

: USSTC had previously stopped advertising in a five other magazines, including Rolling Stone and Spin.

4 Durbin/Waxman letter at 2. A copy of the Haddock, et al. (2001) paper is attached to this response at “A.”
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[B]ecause the participants are limited to military recruits the generalizability of the
findings may be limited. Factors such as the personal characteristics of those who join
the military, the unique nature of [basic military training], the 6-week tobacco ban, and
the requirements of military service suggest that this population is unique. /d.

Moreover, the researchers’ conclusions are subject to serious challenge because they
apply inconsistent definitions of who is a “smoker” at entry into the study compared to who is
classified as having begun smoking after basic training. Simply put, the study was much more
inclusive (in the definition of who was a “smoker”) at the end of the study period than at the
beginning, which severely skewed the results. Any conclusions from this study that use of
smokeless tobacco products preceded cigarette smoking must fail because it is impossible to
know how many recruits actually initiated smoking during the one year follow-up period, if a
consistent definition of who was a “smoker” were applied.

Specifically, in the study, a recruit was considered to be a “smoker” upon entry into the
study if he had smoked at least one cigarette per day before entering the service. Id. at 264. In
comparison, a recruit who took only one puff of a cigarette in a seven day period after basic
training was considered to be a “smoker.” See id. Thus, for example, a recruit who resumed --
after the forced abstinence of basic training -- his former tobacco-use habits of occasional but not
daily smoking of cigarettes would be considered to have “initiated” smoking at the end of basic
training. Incorrectly, the study would point to that recruit’s case as an example establishing the
“gateway” principle even though he merely resumed his former routine of occasional, non-daily
use of cigarettes.”

It is not possible to determine how many pre-service non-daily smokers were classified as
having “initiated” smoking after basic training, but the large percentages who “initiated”
smoking shortly after basic training suggests the number could be substantial. /d. at 265, tbl. 2.
Of the approximately 1,100 recruits who reportedly initiated cigarette smoking during the one
year follow-up, approximately 16 percent started smoking within one week after completing
basic training, approximately 42 percent started within one month and approximately 90 percent
within six months. /d.

The authors concede that they cannot explain why there was a higher rate of reported
smoking initiation among those who had used smokeless tobacco, although they identify a
number of family, social and personality factors that might be involved:

- The reasons why [smokeless tobacco] use preceded cigarette smoking in this sample
are unclear. However, lower family disapproval for [smokeless tobacco] use than for
cigarette smoking may be a contributing factor. Id. at 265.

5 The researchers’ definition of “smoking” during the follow-up period (i.e., just one puff of a cigarette in a seven day
period) brings into further question the significance of the study’s reported findings. Not surprisingly, approximately
70 per cent of those who reportedly initiated cigarette smoking during the follow-up period “smoked” ten or fewer
cigarettes per day, the lowest consumption category described in the paper. Id. at 265, tbl. 2.
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- Social influences may be another consideration in why [smokeless tobacco] use may
precede cigarette smoking. /d. at 266.

- [W]e were unable to identify mechanisms linking [smokeless tobacco] use to adult-
onset smoking. Future research should examine the mechanisms involved in smoking
initiation among [smokeless tobacco] users, such as cognitive (i.e., greater acceptance
of tobacco use) . ... Id. at 266-67.

Accordingly, the Haddock et al., paper states conclusions that are not consistent with its
own data, are not readily explainable, and, in any case, may have no bearing to the general
population.

The Durbin/Waxman letter also makes reference to a 1989 paper by Peterson, et al., to
support the “gateway” argument. That paper was based on a 1986 questionnaire survey of
Washington State tenth grade students. It does not support the “gateway” argument, however,
because it showed that a majority of students who had used both cigarettes and smokeless
tobacco had used cigarettes first:

Among boys who used both, 25% tried [smokeless tobacco] first and 60% tried cigarettes
first. Fifteen percent first tried both at the same age. In contrast, the vast majority of
females tried cigarettes first (76%) rather than [smokeless tobacco] first (12.5%).
Peterson, et al (1999) at 67.°

Finally, the letter refers to a study by Dr. Scott Tomar which is said to be “slated for
publication,” but which is currently available only as a one paragraph abstract from a scientific
conference. According to the Durbin/Waxman letter, the Tomar study concludes that there is a
“strong association between use of smokeless tobacco and eventual smoking.” Durbin/Waxman
letter at 2. Because Dr. Tomar’s study has yet to be published and is not available to us, it is not
possible to comment on the validity of his analysis.”

Thus, the studies that are available to USSTC and are relied upon in the Durbin/Waxman
letter do not support the proposition that the use of smokeless tobacco is a “gateway” to cigarette
smoking.

A copy of the Peterson, et al. paper (1989) is attached to this response at “B.”

’ The letter also states that Dr. Tomar concludes that the use of smokeless tobacco “may have little effect on quitting
smoking.” Id. at 2. That conclusion, however, appears to be contradicted by other analyses. A report of a Swedish
survey sponsored by the Swedish Cancer Foundation and Pharmacia appeared in a recent Swedish newspaper article
(original and English translation attached at “C”). The survey involved 2002 individuals, half of whom were smokers
and half of whom had quit smoking. Of those who quit, 33% had used snuff during the smoking cessation period,
compared to 17% who had used nicotine replacement therapy (“NRT”). Of those who had quit smoking and had used
snuff, 84% reported snuff was a “great help,” compared with 76% of those who used NRT.

Like the Tomar study, the Swedish study is not available to us. We have informed the Commission staff of the study’s
existence, however, and suggested that the FTC may be able to obtain it from the Swedish Cancer Foundation.
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The “Gateway”’ Concept Has Been Rejected in Other Analyses

In contrast to the suggestion in the Durbin/Waxman letter, a recent scientific conference
and resulting publication concluded that there is no scientific support for the notion that the use
of one substance can be a causal “gateway” to another substance. In order to examine the
validity of the so-called “gateway hypothesis” as it relates to substance use, a multi-disciplinary
group of scientists and other researchers was convened for a four day conference in 1998. The
34 participants represented the disciplines of sociology, psychology, epidemiology, statistics,
animal behavior, molecular biology and prevention. The result of the conference was a book,
published earlier this year, entitled “Stages and Pathways of Drug Involvement: Examining the
Gateway Hypothesis,” edited by Dr. Denise B. Kandel, Professor of Public Health and
Psychiatry, Columbia University, and Chief, Department of the Epidemiology of Substance
Abuse, New York State Psychiatric Institute (Cambridge University Press, 2002).

Dr. Kandel summarized the rationale for the conference and book as follows:

The notion that use of certain drugs is a precursor to the use of other drugs was first
proposed in the 1970s. The notion derived from the empirical observation that young
people progressed from the use of legal drugs, such as tobacco or alcohol, to the use of
illicit drugs, such as marijuana, cocaine, and heroin. In the 1980s, the term Gateway drug
was introduced and it was emphasized that certain drugs serve as gateways for other
substances. Because of the theoretical and public policy implications of the Gateway
Hypothesis for understanding the progression of adolescent drug use and for formulating
prevention and intervention programs, a conference was organized to examine the
hypothesis critically. That conference, Stages and Pathways of Drug Involvement:
Examining the Gateway Hypothesis, was held in Los Angeles on June 27-30, 1998. This
book derives from the conference. (/d. at xv.)

With respect to the “causal” element of the “gateway hypothesis,” Dr. Kandel and one of
her colleagues summarized the findings of the conference and the research reported in the book
as follows:

The third proposition encompassed by the Gateway Hypothesis is that the use of a drug
earlier in the sequence, such as alcohol or tobacco, causes the use of a drug later in the
sequence, for instance, marijuana. [Emphasis in original.] This is the Gateway
Hypothesis proposition that is most widely invoked in public discourse and in policy
debates. Even among interventionists, it is often part of the rationale for a focus on
programs to prevent initiation of drugs early in the sequence. The research reported in
this volume and that reviewed in the various chapters provide no support for the
proposition about causality. There is no compelling evidence that the use of a drug
earlier in the sequence, in and of itself, causes the use of a drug later in the sequence or,
for that matter, that it causes the use of any other drug or, indeed, any other behavior.
[Emphasis supplied.] (See p. 366.)
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Important Information Relevant to Adult Smokers’ Health Should Not Be Withheld

Included under the “gateway” heading of the Durbin/Waxman letter, is the argument that
adult smokers should not be informed that a considerable number of researchers believe that the
use of smokeless tobacco involves significantly less risk of adverse health effects than cigarette
smoking. This argument appears to be based on the view that providing this vital information
may have unintended consequences: first, that “some smokers who would have quit altogether
may instead take up ‘safer’ smokeless products;” and, second, that “health claims for smokeless
tobacco products may increase their attractiveness to nonsmokers.” Durbin/Waxman letter at 1.
These issues are addressed in USSTC’s request to the Commission (see Section V of Attachment
A entitled “Individual Risk Versus Population Risk” at pages 9-11).

In addition, recent scientific and public health analysis relevant to these issues has
become available since USSTC filed its request for an advisory opinion. In particular, Prof.
Lynn T. Kozlowski of the Department of Biobehavioral Health at Pennsylvania State University
has prepared an analysis entitled “Harm Reduction, Public Health and Human Rights: Smokers
Have a Right to be Informed of Significant Harm Reduction Options.” The commentary (in
press), a copy of which is attached at “D,” is to be published in the journal Nicotine and Tobacco
Research.® In that commentary, Prof. Kozlowski makes the following points:

- The present commentary asserts that (a) snus [a form of moist snuff used in Sweden]
and medicinal nicotine, based on present evidence, make dramatic reductions in
health risks to individual smokers, (b) there is an established right to information that
affects health and (c) the potential public health harm is not clear and convincing
enough to justify suspension of advice about reduced risks to individuals from these
products. Id. at 4.

- Snus is not “safe,” but, on the basis of toxicological principles (no smoke toxins from
smoke exposure to the lungs) and current epidemiological knowledge, snus is
significantly less dangerous than cigarettes to individual users. Id. at 6.

- When risks from a product are relatively small, the level of increased use needed to
maintain a public health equilibrium (no changes in population-level problems)
becomes very high (Kozlowski, Strasser, Giovino, et al., 2001). . . . For a product like
snus, if the risk is even 1% that of cigarettes, use would have to increase 100 times to
equal the problems from cigarettes. If the risk from Snus were as much as 5% that of
cigarettes, use would still have to increase an unlikely 20 times for the public health
problems to equal those from cigarettes. Id. at 10.

8 The commentary was part of Prof. Kozlowski’s presentation at a conference held on May 16, 2002 in
London entitled “Harm Reduction, Smoking and Smokeless Tobacco Seminar.” The commentary, and a
substantial amount of additional material presented at the conference, is available on line at
[http://www.ash.org.uk/html/regulation/hrseminar].
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Although Prof. Kozlowski’s comments refer specifically to Swedish snus, he does not
distinguish between Swedish snus and U.S. moist snuff products when it comes to tobacco harm
reduction policy. In a July 11, 2002, article in the Hartford Courant relating to USSTC’s request
to the Commission for an advisory opinion, Prof. Kozlowski’s views were reported as follows:

Kozlowski — who said he has never taken tobacco company funding — said that smokeless
tobacco does not cause lung cancer or respiratory illness. These account for about 60
percent of the deaths from smoking. And although smokeless products increase the risk
for oral cancer, he said, there is evidence that cigarette use poses a much higher risk of
oral cancer.

“It is bad for you,” Kozlowski said of snuff and other spit tobacco products. “It’s not a
safe alternative, but it is a much, much safer alternative to cigarettes.” For hard-core
smokers who haven’t been able to quit using medicinal nicotine, such as patches and
gum, smokeless tobacco might help, he said. Garrett Condon, State Rips Plan to Label
Snuff ‘Safer’ Tobacco, Hartford Courant, July 11, 2002, at B9. (A copy of this article is
attached at “E”.)

The FTC Can and Should Issue an Advisory Opinion Pursuant to Applicable Federal Statutes

The Durbin/Waxman letter next asserts that the Food and Drug Administration and the
Department of Health and Human Services (“DHHS”) are more appropriate agencies than the
FTC to deal with USSTC’s request.” To the contrary, the Commission has clear statutory
authority over this smokeless tobacco advertising issue under the Comprehensive Smokeless
Tobacco Health Education Act of 1986. As Chairman Muris made clear before the Commerce,
Trade and Consumer Protection Subcommittee of the House Energy and Commerce Committee
on November 7, 2001, the Commission has the “authority now” to address reduced risk claims
by tobacco manufacturers. Challenges Facing The Federal Trade Commission, Before the
House Subcomm. On Commerce, Trade, and Consumer Protection of the Comm. On Energy and
Commerce, 107™ Cong. 24 (2001) (Statement by Timothy Muris, Chairman, FTC). Furthermore,
the Commission can consult and, as a matter of policy, has consulted with appropriate DHHS
agencies in formulating its response in numerous other situations involving technical, scientific
claims in advertising.'

The Durbin/Waxman letter also argues that the information which USSTC seeks to
communicate to adult smokers would undermine the warning mandated on smokeless tobacco

The letter argues that “if smokeless tobacco manufacturers wish to advertise their addictive product as a healthier
alternative to smoking, they must submit their claims to FDA.” Davis/Waxman letter at 4. The letter further argues
that the Comprehensive Smokeless Tobacco Health Education Act of 1986 was intended to vest in DHHS authority
over issues such as those raised by USSTC’s request, and that “[t]his authority should not be usurped by FTC through
an order allowing manufacturers to make comparative health claims.” Id.

10 The FTC has repeatedly addressed advertising issues relating to complex, scientific and medical claims with much
success. For example, the Commission has taken action in claims involving HIV tests, dietary supplements, and over-
the-counter drugs.
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products and advertisements by the 1986 Act that “[t]his product is not a safe alternative to
cigarettes.” Durbin/Waxman letter at 3. The letter argues that “FTC should not permit a
marketing claim that directly contradicts this message.” Id. This misstates USSTC’s
submission. First, the submission notes that USSTC has and will continue to include on all of its
smokeless tobacco product packaging and advertising the appropriate federally-mandated health
warnings, including the warning that “this product is not a safe alternative to cigarettes.”
Second, the exemplar statement proposed by USSTC contains the following language: “The
Surgeon General in 1986 concluded that smokeless tobacco ‘is not a safe substitute for smoking
cigarettes.”” Third, USSTC’s exemplar statement specifically states: “While not asserting that
smokeless tobacco is 'safe,’ many researchers in the public health community have expressed the
opinion that the use of smokeless tobacco involves significantly less risk of adverse health
effects than smoking cigarettes.” (Emphasis supplied.)

USSTC’s Proposed Statements Reflecting the Views of a Growing Number of Researchers are
No Less Truthful and Substantiated Because Some Others in the Public Health Community Have
Different Views

USSTC’s exemplar statement reflects the views of a number of public health
professionals and commentators who have expressed the opinion that the time has come to
inform adult smokers about the developing support for smokeless tobacco as one component of a
harm reduction strategy for dealing with the health effects of smoking. In response, the
Durbin/Waxman letter argues that “leading health agencies and expert panels would not support
UST’s request to FTC.” Durbin/Waxman letter at 4.

That the issues USSTC raises in its request for an advisory opinion are novel and of
significant public interest, makes USSTC’s request for an advisory opinion appropriate.’’ A
number of individuals have filed comments with the Commission expressing a wide range of
views both in support of and in opposition to USSTC’s request for an advisory opinion. In
addition, a number of groups, including The Cato Institute, the American Council on Science and
Health, and Northwestern University, have held forums recently on this topic.'?

The Durbin/Waxman letter also argues that MTCP “tested UST’s brands of smokeless
tobacco against Swedish varieties and found that UST’s brands had far higher levels of
nitrosamines, which are linked to cancer.” Durbin/Waxman letter at 4. This issue, which
USSTC has discussed with MTCP, is addressed in USSTC’s February 5, 2002, submission (see
Section VI of Attachment A entitled “The Swedish Experience” at pages 11-15).

1 See 16 C.F.R. § 1.1 (a) (2002).

12 USSTC has suggested that a workshop sponsored by the FTC would be a useful means of obtaining the multiplicity of
views and guidance of other government agencies, non-governmental institutions, and individuals with relevant
expertise on this important issue. This would be a preferable way to explore the broader public policy views of such
agencies as the National Cancer Institute, which the Durbin/Waxman letter identifies as potentially opposing USSTC’s
request to the FTC, than relying on short excerpts from such organizations’ web-sites which may not recognize the
evolving nature of this public policy debate.
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Lastly, the Durbin/Waxman letter asserts that the Institute of Medicine report issued last
year “recommended that comparative claims only be allowed after further research is completed
and only when there is authority to assure that the marketing of smokeless tobacco as less
dangerous than cigarettes does not do more harm than good.” Durbin/Waxman letter at 4. It
would be poor public policy, however, to withhold from adult smokers truthful, substantiated and
valuable information that could have a significant health benefit for each such smoker and public
health overall, merely in order to further other policy goals. As Prof. Kozlowski has stated in a
commentary to be published in the journal Nicotine and Tobacco Research:

The failure of governments to establish any effective regulation of tobacco products can
be seen as arguably the greatest failure of public health policy for the past 100 years. I
have recently been in a meeting with several distinguished scientists and opinion leaders
interested in smoking-related public policy and regulation. The majority of these
individuals expressed an unwillingness to express any public opinion about would-be
harm reduction products for tobacco, until such time as proper regulatory/evaluation
systems were in place to unequivocally judge the degree of harm reduction afforded by
the products as used by society. (This might be viewed as in keeping with the position of
the IOM report.) Clearly the best of all possible research has not yet been done on snus
or medical nicotine, but, equally clearly, it is wrong to assume that we lack practical
scientific bases for estimating that there will be harm reduction to individual smokers
from these products. Though it is important to attain proper regulation over tobacco and
harm reduction products, this goal is logically and ethically independent of the need to
provide smokers today with what information we do have about the risks of various
products. Kozlowski at 11-12 (emphasis supplied).

Conclusion

As demonstrated above, many of the comments set forth in the MDPH and the
Durbin/Waxman letters are without merit. In any case, they do not dispute the basic truthfulness
and substantiation of the statements USSTC proposes to make. They do raise broader public
policy issues regarding the appropriateness of communicating tobacco harm reduction
information as part of smokeless tobacco advertising, which should be addressed in a workshop
or other forum which would afford all of the participants in this public health debate an
opportunity to present their views in a constructive and productive manner, and would facilitate
public discussion of this important issue.

USSTC requests that these comments be placed on the public record relating to this
matter.

Sincerely yours,

Daniel C. Schwartz
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cc: Chairman Timothy J. Muris
Commissioner Sheila F. Anthony
Commissioner Mozelle W. Thompson
Commissioner Orson Swindle
Commissioner Thomas B. Leary

J. Howard Beales, 111, Director, Bureau of Consumer Protection

Lydia B. Parnes, Deputy Director, Bureau of Consumer Protection

C. Lee Peeler, Deputy Director, Bureau of Consumer Protection

Heather A. Hippsley, Acting Associate Director, Division of Advertising Practices
Gerard Butters, Assistant Director, Bureau of Economics




ATTACHMENT A




Preventive Medicine 32, 262-267 (2001)

doi:10.1006/pmed.2000.0802, available online at http://www.idealibrary.com on IDE %l®

Evidence That Smokeless Tobacco Use Is a Gateway for Smoking
Initiation in Young Adult Males'

C. Keith Haddock, Ph.D.,*2 Mark Vander Weg, Ph.D., Margaret DeBon, Ph.D.,T Robert C. Klesges, Ph.D.,f
G. Wayne Talcott, Ph.D.,# Harry Lando, Ph.D.,§ and Alan Peterson, Ph.D.|
*University of Missouri, Kansas City, and Mid America Heart Institute, St. Luke’s Hospital, Kansas City, Missouri 64110;

t University of Memphis, Memphis, Tennessee 38119; 1Office of the Air Force Surgeon General, Bolling Air Force Base, Maryland 20332;
§University of Minnesota, Minneapolis, Minnesota 55454; and Wilford Hall Medical Center, Lackland Air Force Base, Texas 78236

Background. This study was designed to test the hy-
pothesis that smokeless tobacco (SLT) serves as a gate-
way drug for smoking among young adult males,

Methods. A cohort (n = 7,865) of U.S. Air Force re-
cruits who claimed to have never smoked cigarettes
was followed prospectively for 1 year. The participants
were male, 32.9% were ethnic minorities, and their av-
erage age was 19.84 years (SD = 2.29). Among recruits
entering basic military training, 403 (5.1%) reported
current SLT use and 198 (2.5%) reported a past history
of SLT use.

Results. At the 1-year follow-up current SLT users
were 233% more likely to have initiated smoking than
nonusers (odds ratio = 2,33, 95% CI = 1.84-2.94). Simi-
larly, recruits who reported past SLT use were 227%
more likely to begin smoking than participants who
had never used SLT (odds ratio = 2.27, 95% CI = 1.64-
3.15). SLT use remained a potent predictor of smoking
initiation in a multivariate logistic model that included
demographic factors and other risk factors for initia-
tion.

Conclusions. SLT use appears to be an important pre-
dictor of smoking initiation among young adult males.
This study suggests that smoking prevention and ces-
sation programs should also include strategies related
to SLT use.  © 2001 American Health F
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INTRODUCTION

Consumption of snuff and chewing tobacco, com-
monly referred to as “smokeless tobacco” (SLT), is asso-
ciated with a number of serious medical diseases, in-
cluding gingival recession, leukoplakia, nicotine
addiction, increased cardiovascular mortality, and can-
cers of the oral cavity, larynx, and pharynx [/]. Unfortu-
nately, SLT is often viewed as a safe alternative to
cigarette smoking and its use among U.S. residents is
increasing. For instance, between 1991 and 1997, SLT
use increased 32% among high school students in the
United States [Z]. According to the 1997 Youth Risk
Behavior Survey [Z], approximately 9.3% of U.S. stu-
dents in Grades 9 to 12 reported using smokeless to-
bacco in the 30 days prior to the survey. State preva-
lence rates varied from 5.1% (New York) to 22.5%
(Wyoming). The greatest prevalence of SLT use occurs
among white males and those from rural areas [3].

Not only is smokeless use associated with serious
health effects, its use is linked with a high prevalence
of other health risks. For instance, in a cross-sectional
study of military recruits, we compared participants
who reported never using tobacco (never users), those
who only smoked cigarettes (smokers), individuals who
used only SLT, and participants who used both smoke-
less tobacco and cigarettes (polyusers) on a variety of
health-related factors [4]. We found that, as with smok-
ers, SLT users reported a high prevalence of risky
health behaviors, such as safety risk taking (e.g., driv-
ing fast) and alcohol use. SLT users actually reported
a higherlikelihood of binge drinking (i.e., eight or more
alcoholic beverages per day) and less frequent use of
seat belts than smokers. Furthermore, on several mea-
sures of health risk (e.g., risk taking, seat belt use,
alcohol use, binge drinking, intake of high-fat foods),
polyusers scored significantly higher than the other
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groups and the magnitude of these differences was typi-
cally striking.

In addition to the evidence that SLT use is a potent
health risk factor and tends to co-occur with other
harmful practices, several researchers have proposed
that SLT use serves as a “gateway drug” for cigarette
smoking [3,5]. For instance, Heishman et al. [ 6] hypoth-
esized that the dramatic increase in smokeless use
among adolescents has contributed to the increasing
rates of smoking that occurred in the 1990s. Given that
the negative health effects of cigarette smoking are
even more dramatic than those associated with SLT
use, examining the potential gateway effect of SLT use
is an important area of research.

A small number of studies have reported the influ-
ence of SLT use on cigarette smoking using cross-sec-
tional or retrospective designs. There are at least two
lines of evidence that support the notion that SLT use
is a gateway to cigarette smoking. First, if SLT users
frequently transition to smoking, one would expect a
significant relationship in the use of the two forms of
tobacco. Indeed, a host of studies have found that SLT
use and cigarette use co-occur in both adolescents and
adults [7-10]. For instance, among white males (those
with the highest rates of SLT use), Hatsukami and
colleagues [8] found that in a nationally representative
sample of adolescents in the United States, the preva-
lence of smoking was 60.2% among SLT users and
24.9% among nonusers.

Second, if SLT use leads to cigarette smoking, one
would expect a significant proportion of polyusers
(those using both cigarettes and SLT) to report using
SLT prior to smoking in retrospective studies. Unfortu-
nately, the evidence is mixed for SLT use preceding
smoking in polyusers. In favor of the gateway hypothe-
sis, Hunter and colleagues [/1] found that early use of
SLT was more common than early use of cigarettes in
youth who participated in the Bogalusa Heart Study.
Similarly, Glover et al. [1Z] noted that the prevalence
of switching from SLT to smoking was more prevalent
than the converse in a representative sample of college
students in the United States. In a study by Peterson
and colleagues [I0] it was found that use of SLT or
cigarettes predicted initiation of the alternative
method. That is, SLT use predicted cigarette smoking
initiation and cigarette smoking predicted onset of SLT
use among adolescents. In contrast, Hatsukami and
colleagues [8] found no evidence that SLT use tended
to precede smoking onset in a group of 402 SLT users
seeking assistance with quitting. Similarly, Gingiss and
Gottlieb [/3] found no evidence that SLT served as a
gateway for smoking in a small sample (n = 284) of
college athletes.

The current study provides the first prospective ex-
amination of this phenomenon in a population that is
equally vulnerable to the influence of SLT use—young

adults. Given that SLT use may be a more acceptable
form of nicotine administration within the social milieu
of some children and the fact that SLT promotes nico-
tine addiction, it is possible that many childhood SLT
users will progress to cigarette smoking as young adults
when social constraints regarding smoking decrease.
This study examined the incidence of smoking initiation
among a large cohort of young military recruits who
varied on SLT use but reported never smoking
cigarettes.

METHODS

Description of the Parent Study

The Wilford Hall/University of Memphis and Minne-
sota Smoking Cessation Program is a collaborative en-
deavor between the two above-cited universities and
the U.S. Air Force (USAF), funded by a grant from the
National Institutes of Health (NHLBI). In this investi-
gation, the entire population of Air Force Basic Military
Training (BMT) recruits was randomized to either a
smoking cessation program or control condition during
a 6-week BMT-imposed tobacco ban. Every individual
who entered the active duty service in USAF from Au-
gust 1995 to August 1996 was a participant in the study
(n = 29,044). A detailed description of the treatment
portion of this project is published elsewhere [/4]. Hu-
man subject protocol approval was obtained from the
University of Memphis institutional review board as
well as the USAF.

Procedure and Measures

Baseline Assessment

The baseline survey was a 53-item behavioral health
risk questionnaire. Administration was in a group set-
ting in “flights” (the USAF equivalent of platoons) of
approximately 50 recruits. Instructions were read and
recruits completed all items using a scannable ques-
tionnaire. All questionnaires were checked for com-
pleteness prior to the flight departing. Participants
were informed that their responses would be confiden-
tial except in the most extreme circumstances. In addi-
tion, questions that could result in disciplinary action
were not asked. The measure collected information
from four general domains. First, basic demographics
were assessed. Second, a history of tobacco use (smok-
ing and SLT) was assessed. Regular SLT use was de-
fined as using SLT at least once per day. Third, ques-
tions thought to be associated with smoking onset/
relapse were asked. Two risk factors for smoking were
used in this study due to their ability to discriminate
between SLT use categories [4]: self-rated rebellious-
ness and safety risk taking. Finally, other health risk
factors, such as alcohol use and physical activity, were
assessed. Five health risk factors were used in this




264 HADDOCK ET AL.

study, again due to differences in the three SLT use
categories (i.e., never users, past users, current users):
seat belt use, alcohol use, binge drinking, physical activ-
ity level, and fruit/vegetable intake. Given the large-
scale nature of the parent study, each factor was mea-
sured with single-item, epidemiological questions based
on well-established surveys.

Given the numerous quality control checks and the
fact that the baseline questionnaire was given as part
of BMT, the response rate was extremely high. To derive
an estimate of the stability of the measure, a 6-week
test-retest reliability was performed on items using a
randomly selected subgroup of trainees (n = 7,080).
Specific to tobacco, the correlations of the smoking sta-
tus (r = 0.97) and SLT use (r = 0.93) items indicated
that participants reported their tobacco use in a highly
consistent manner.

Follow-up Assessment

Securing follow-up data at the 1-year follow-up was
challenging because study participants were stationed
all over the world. However, the military is particularly
adroit at locating personnel. This project collaborated
with the USAF Survey Branch, whose sole mission is
to conduct and complete worldwide USAF-approved
surveys. At the 1-year follow-up, participants were lo-
cated by the World Wide Locator in the Survey Branch,
and addresses and phone numbers of participants were
delivered to the project monthly. A brief survey (see
below) was then mailed to participants. Those not re-
sponding to the initial and a follow-up survey were
contacted by phone to obtain this information. A priori,
the goal was toobtain 1-year follow-up data on 95% of
smokers (given that the goal of the larger study was to
reduce current smoking rates) and a sample of 60% of
nonsmokers (to provide an adequate sample of non-
smokers for this and other studies). Final follow-up
rates in the larger study were 96 and 66% for available
smokers and nonsmokers, respectively. Not included in
the follow-up were those who had dropped out of BMT,
those who completed BMT but dropped out of the USAF
by the 1-year follow-up, those who were deceased, and
those who were “unavailable” (defined as being on as-
signments and not reachable) or in locations (e.g., Bos-
nia) where only secured radio communication was
available. Smoking at follow-up was defined by 7-day
point prevalence (smoking, even a puff, over the past
7 days).

Participants

- Active duty recruits (n = 29,044) who participated
in the parent study were screened for inclusion in this
study. First, male participants (n = 21,690) who re-
ported that they had never smoked regularly (n =
14,340; defined as smoking at least one cigarette per

day) prior to entry into the USAF were selected. Second,
among never smokers, those who were selected for the
l-year follow-up assessment were identified (n =
7,865). These participants were divided into three
groups based on baseline SLT use status: never users
(n = 7,264), current users (n = 403), and past users
(n = 198). Table 1 presents demographic differences
between the three groups. There was a significant dif-
ference between groups on two factors, the percentage
of participants from minority ethnic background (X? =
187.2, P <0.001) and percentage of individuals from a
low-income background (X2 = 12.6, P = 0.002). Specifi-
cally, few ethnic minorities were either users or former
users and the prevalence of low income was higher
among never users compared with either past users
or current users. Therefore, the analysis of smoking
initiation was statistically adjusted for ethnicity and
income.

RESULTS

Smoking Initiation
Univariate Analysis

Univariate logistic analysis of the risk of smoking
initiation from SLT use, controlling for differences in
demographic factors, revealed that past users were
227% more likely (Odds Ratio (OR) = 2.27, 95% CI =
1.64-3.15) and current SLT users were 233% more
likely (OR = 2.33, 95% CI = 1.84-2.94) to initiate smok-
ing than never users. Specifically, nearly 27% (107/403)
of current SLT users initiated smoking, whereas 26.3%
(52/198) of former users and 12.9% (940/7264) of never
users began to smoke after BMT.

TABLE 1
Demographic Characteristics by SLT Use Status
Never Past Current
users users users
Factor (n=17,264) (n=198) (n= 403)
Age (mean/SD) 19.81/2.16 19.96/2.03 19.74/2.06
Ethnicity
% Euro-American 89.2 4.6 6.2
(n = 5,346)
% African-American 99.6 0.2 0.2
(n = 1,117)
% Hispanic-American 96.0 2.0 1.9
(n = 620)
% Asian-American 97.8 1.3 09
(n = 297)

% Other (nn = 485) 96.7 1.1 2.1
Income (% < $20,000) 23.9 15.7 18.6
Education (% some college) 38.2 394 38.2
Marital status (% single) 82.4 773 82.4
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Multivariate Analysis

Next, we assessed the relative predictive ability of
SLT use on smoking initiation when statistically ad-
justing for the predictive ability of other risk factors
for smoking and demographic differences among the
groups. Based on our previous study of risk factors for
smoking that distinguish SLT users from nonusers [4],
the following variables were included in the multivari-
ate analysis: safety risk taking, rebelliousness, seat belt
use, total alcohol use, binge drinking, physical activity
level, and intake of fruits and vegetables. Figure 1 pre-
sents the results of the multivariate model. SLT use,
either past or current, was the most robust predictive
factor, nearly doubling the likelihood of smoking initia-
tion.

Characteristics of SLT Users, Past Users, and
Never Users Who Initiate Smoking

Table 2 presents smoking demographics for partici-
pants in the three SLT use categories who initiated
smoking following BMT. None of the smoking parame-
ters were significantly different between the three
groups. Most participants initiated within 6 months
of BMT. As would be expected for new smokers, most
smoked less than one pack each day, although a sizable
proportion (>10%) had progressed to more than 20 ciga-
rettes per day. Many of the smokers were ambivalent
about their tobacco use, as is evidenced by the signifi-
cant proportion who had attempted to quit and who
were seriously considering smoking cessation.

DISCUSSION

This study supported the hypothesis that SLT use is
a potent predictor of smoking initiation among a group
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TABLE 2
- Tobacco Demographics at 1-Year Follow-up among Initiators
Never Past Current
users users users
Factor (n=940) (n=52) (n=107)
Time to initiation after BMT :
% Within 1 week 12.8 17.3 18.7
% Within 1 month 25.3 28.8 24.3
% Within 6 months 48.0 44.3 47.6
% > 6 months 139 9.6 9.4
Number of cigarettes smoked
per day in past 7 days
% = 10 70.7 67.3 70.1
% 11-20 16.4 17.3 16.8
% > 20 12.9 15.4 13.1
% Attempting to quit smoking 416 34.6 42.1
after BMT
% Seriously considering quitting  49.1 44.2 49.5
in next 30 days
% Seriously considering quitting 34.8 40.4 35.5

in next 6 months

of never smokers entering the USAF. Both current and
former SLT users were more than twice as likely to
initiate smoking than those who had never used SLT.
These findings are consistent with studies conducted
with adolescents [e.g., 15] which suggest that SLT
serves as a gateway drug for cigarette smoking. It ap-
pears that not only does smoking and SLT use co-occur
as demonstrated in a study by Hatsukami and col-
leagues [8], but SLT use often leads to cigarette
smoking.

The reasons why SLT use preceded cigarette smoking
in this sample are unclear. However, lower family disap-
proval for SLT use than for cigarette smoking may be
a contributing factor. For example, Ary and colleagues
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FIG. 1. Multivariate model of risk factors for smoking initiation. High/low Lines represent 95% confidence interval. Asterisks denote
significant predictors, P < 0.05. Model adjusted for demographic differences between smokeless use categories.
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[16] noted that parents of SLT users are more likely
than parents of cigarette smokers to be aware of their
child's use of SLT products and to tolerate such use.
Similar findings have also been noted by Chassin et al.
[17] and by Boyle and colleagues [/8]. Conversely, a
contributing factor may also be the ease in which use
of SLT can be concealed relative to cigarette smoking
both at home and at school. Further, these restrictions
are lifted as independence is gained in young adulthood,
inviting the option to smoke cigarettes.

Social influences may be another consideration in
why SLT use may precede cigarette smoking. Several
studies [e.g., 19,20] found that the image associated
with SLT use among adolescents was more positive
relative to that of cigarette smoking. It may be that the
perceived positive image of SLT use changes with age,
prompting a switch to the more “sophisticated” loock
that is commonly associated with cigarette smoking.

Another potential mechanism linking SLT consump-
tion with cigarette smoking is that SLT serves as a
“starter” product for subsequent tobacco use [21,2Z].
Kessler and colleagues have documented that tobacco
manufacturers knowingly market SLT products with
lower levels of nicotine in an effort to eventually gradu-
ate the users to a higher nicotine product [21]. There-
fore, SLT users in this study may have initially devel-
oped addiction to nicotine with low-yield SLT products
and moved to smoking once they entered the military.

Another finding in the sample under study was that
the greatest predictor of smoking initiation in a multi-
variate analysis was past or current SLT use at base-
line. Additional predictors of smoking onset were rebel-
liousness, physical activity level, and alcohol use.
Numerous studies have demonstrated the association
between cigarette smoking and risk taking behaviors
and substance use [cf, 23]. For example, in the National
Household Survey on Drug Abuse [24], young adults
aged 18 to 25 who were current smokers were signifi-
cantly more likely to be using alcohol, marijuana, and
cocaine than never smokers.

Similar to previous research in this area [25], SLT
users in this study tended to be white. Ethnic minorities
were less likely to use SLT than their white counter-
parts. In addition, as opposed to the literature on ciga-
rette smoking and socioeconomic status [26], and con-
sistent with previous literature on socioeconomic status
and SLT use (23], the present study indicated that the
prevalence of low family income (i.e., total family in-
come prior to BMT) was higher among never users as
compared with past and current users. This suggests
that limited income may be a greater barrier to SLT
than cigarette use or that SLT use is more acceptable
among higher-income families.

The large number of nonsmokers who initiate smok-
ing following BMT is disturbing from a preventive medi-
cine perspective. The high initiation rates among both
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SLT users and nonusers is inconsistent with epidemio-
logical studies based on the civilian population where
most smoking initiation occurs prior to age 18 years
[23]. Thus, interventions aimed at reducing smoking
initiation among military recruits are desperately
needed. The vast majority of initiation of cigarette
smoking was within 6 months post-BMT. This suggests
that the posttraining environment (i.e., technical train-
ing) may be an opportune time to deliver supplemental
prevention messages. First, given the large percentage
of those interested in making a quit attempt, it is likely
that the recruits would be receptive to strategies for
smoking cessation. Second, among the airmen who ini-
tiated cigarette smoking, the rate of smoking in most
was relatively low. Therefore, physiological dependence
on nicotine is likely to be low and less of a barrier
to quitting.

Along this line, this study suggests that smoking pre-
vention and cessation programs should also include
strategies related to SLT use. Most SLT initiation oc-
curred during adolescence in this group (average age
of participants who used SLT was 19.7 years) and these
SLT users were at high risk for smoking initiation as
young adults. Thus, addressing SLT use during smok-
ing prevention efforts may reduce the rate of adult
smoking initiation. For instance, the military might
consider targeting SLT users at the beginning of BMT
with tobacco prevention counseling to determine
whether an intervention can promote SLT cessation
and prevent smoking initiation. This suggestion does
not imply that most smokers first use SLT. Many factors
contribute to smoking initiation and many more smok-
ers have not used SLT than those who have. However,
SLT use does appear to be one important risk factor for
smoking initiation and addressing its use is a reason-
able addition to prevention programs.

Although this study offers several methodological ad-
vantages (e.g., large, nationally recruited, and diverse
sample; prospective data), because the participants are
limited to military recruits the generalizability of the
findings may be limited. Factors such as the personal
characteristics of those who join the military, the unique
nature of BMT, the 6-week tobacco ban, and the require-
ments of military service suggest that this population
is unique. Therefore, future studies should examine
whether SLT use leads to adult smoking initiation in
other groups. Similarly, because of the low prevalence
of SLT use among women, the generalizability of the
findings to females is uncertain. The results of this
study were based on self-reports of smoking status;
therefore, the prevalence rates reports may be underes-
timates of actual tobacco use. Finally, we were unable
to identify mechanisms linking SLT use to adult-onset
smoking. Future research should examine the mecha-
nisms involved in smoking initiation among SLT users,
such as cognitive (i.e., greater acceptance of tobacco
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use), social (i.e., greater number of friends who use
tobacco), and biological (i.e., nicotine dependence) fac-
tors.

CONCLUSION

This study found that in a large, diverse sample of
military recruits, SLT use was associated with a signifi-
cantly increased risk of adult-onset smoking initiation.
The predictive ability of SLT use remained strong when
other predictors of smoking initiation (e.g., alcohol use,
risk taking, other health habits) were included in a
multivariate model. Thus, smoking prevention and ces-
sation programs should include strategies related to
SLT use. In addition, future research should examine
whether interventions with SLT users could prevent
smoking initiation among military recruits.
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Initiation and Use of Smokeless Tobacco in Relation to Smoking!

Arthur V. Peterson,? 3 Patrick M. Marek,2 and Sue L. Mann? 4

ABSTRACT—Questionnaire data obtained from 1,631 tenth

grade students in 14 school districts in the State of Washington
are used in this investigation of the relationship between the onset
processes for smokeless tobacco use and smoking. Emphasized is
the use of time-to-event data on the ages of occwrrence of six
events in these onset processes, Concepts and methods for the
statistical analysis of time-to-event data are demonstrated. The
occurrence of events in the smoking onset process are strongly
related to increases in the t onset rate for smokeless
tobacco use. Compared with before initial smoking has

occurred,
" the onset rates for weekly smokeless tobacco use after initial
~—smoking-has-eccurred-are-2:03—(P<:001)-and-6:72-(P<:001)—methods forthestatistical analysis of time-t0-event data are

times as large for males and females, respectively. Furthermore,

" both initial and weekly use of cigarettes contributes to the risk

of subsequent weekly smokeless tobacco use. Conversely, the
steps in the onset process of smokeless tobacco use are strongly
related to increases in the subsequent smoking onset rate. Possible
implications for intervention in prevention of smokeless tobacco
use and for further research are discussed.—NCI Monogr 8:63-
69, 1989,

The use of SLT among adolescents, especially snuff
among adolescent males, has skyrocketed in recent years

'(1). This development has ominous health implications,

because SLT contains known carcinogens and because a
growing body of epidemiologic evidence indicates that its
use carries the risk of various adverse health effects includ-
ing oral cancer (2). Scientists are expending considerable
effort to establish the circumstances and factors related to
SLT use and its onset process among youth and to incor-

. porate these findings in the designs of effective prevention
__programs. :

Determining the relationship between smoking and the

~use of SLT is important for their investigation of 1) smok-

ing as a possible risk factor for the onset of SLT use and
2) the extent to which such use is associated with subse-

ABBREVIATION: SLT = smokeless tobacco.
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quent smoking. That both cigarettes and SLT are tobacco
products and contain absorbable nicotine indicates strongly
that an associated nicotine dependence may result in indi-
viduals taking up one when quitting the other to maintain
a habituated nicotine level.

It is clear that the concurrent use of cigarettes and SLT
are associated (3-6). The purpose of our investigation is
to use data on the ages at ‘which young people begin to
smoke and use SLT to examine the relationship between the
smoking and SLT onset processes. Some basic concepts and

demonstrated.

The concept of a smoking onset process, ie., a series of
events that describe an increasing level and/or frequency
of cigarette use, has been advanced by Flay et al. (7), Lev-
enthal and Cleary (8), Hirschman and co-workers (9), and
others. Our description of such a process consists of 1) spec-
ifying meaningful events of tobacco use and 2) determin-
ing transition rates between the events with data on the
times (ages) at which the events occur. The investigations
reported here are restricted to such events; other important
aspects of the smoking onset process, such as social influ-
ences, the environment, and motivation, will be added in
subsequent investigations. We used data on the ages of oc-
currence of six tobacco use events: initial, tenth, and first
weekly use of SLT, and initial, tenth, and first weekly use
of cigaréttes.

METHODS

Survey procedures.—Tobacco use, including cigarette
smoking and SLT, was assessed through a questionnaire ad-
ministered in the classroom to entire grades of tenth-grade
students in 14 rural and suburban school districts in the
State of Washington in January 1986. Through an infor-
mational letter to parents and by in-class procedures, par-
ents and students were fully informed in advance and were
given an opportunity to ask questions and to decline to par-
ticipate. _

The tobacco survey was part of a baseline assessment of
tobacco use among students in school districts participat-
ing with the Fred Hutchinson Cancer Research Center in
the Hutchinson Smoking Prevention Project, a long-term,
randomized controlled trial in school-based smoking pre-
vention.

Of the total enrollment of 2,214 tenth graders, 1,918
(87%) took part in the survey. Twelve percent were absent
from class; 0.2% (parents) and 0.8% (students) Qeachngd
participation. Data for all questionnaire items pertinent in
this investigation are available on 1,631 students. All results
reported below are based on analyses of data from 1,631
students (840 males, 791 females). :
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Measures we used to enhance the accuracy of the re-

sponses to the questionnaire items included 1) administra-
tion of the questionnaire on an unannounced date; 2) pro-
cedures to maintain confidentiality and assurances about
these to the parents and students; 3) classroom procedures
designed to maintain and demonstrate confidentiality, in-
cluding the use of study identification numbers and the
handling of questionnaires by project data collectors only;
4) explanation and collection of saliva samples from all
participating studenits concurrent with administration of the
questionnaire; and 5) explanation of the data collection ob-
jectives and the important role of the students in achieving
them.
The questionnaire included items that assessed various
aspects of current, past, and future intended use of cigarettes
and SLT products. The wording for questions and multiple-
choice responses for cigarettes was similar to that for SLT,
so that differences in patterns for smoking and SLT use
could be ascertained without confounding from differences
in the nature or wording of the items.

Analysis.—For binary data items (e.g., whether a cer-
tain level of past or current use of tobacco was achieved),
simple proportions (prevalences) are reported. Data on
time-to-smoking and time-to-SLT-use are analyzed by
standard time-to-event statistical methods (survival analy-
sis methods) that accommodate data on individuals for
which the event (smoking, SLT use) has not occurred (cen-
soring). Two time-to-event statistical methods are used:

1) Kaplan-Meier survival curves provide a descriptive
display of time-to-event data (e.g., age at initial
smoking) obtained on a set of individuals, When
data on time-to-event are completely available for
all participants, then this curve (at any age ?) is
simply the fraction of individuals whose observed
times-to-event are greater than ¢ (e.g., a fraction
of individuals who have not smoked at age £). The
Kaplan-Meier cugve can also accommeodate the sit-
uation characteristic of time-to-event data, when,

for some individuals, the age at initial smoking is

not known, but only that no smoking has occurred

function g(zB) of the covariates, often taken to be
the exponential function g(zB8) = exp(zB8):
A£z) = A o) + exp(z8),

where Ao(® > 0 is a completely unspecified base.
line onset rate, z = (z,, . . . ,7,) is a regression vector
consisting of the p explanatory variables, and g’ =
By - .- :Bp) is a vector of regression coefficients to
be estimated from the data.

The Cox regression model offers a number of desirable
features and improvements over more traditional methods
that make it particularly helpful in investigations of onset
processes, such as those of smoking and SLT use:

1) The age-specific onset rate A(#), a meaningful mea- .

sure of smoking onset as a function of age, is
modeled directly.

2) No assumption is made about the shape or magni-
tude of the onset rate as a function of age. It is data
determined. _

3) The quantities exp(8y), . . . . , for which estimates
are readily obtained by the usual partial likeli-
hood analysis, have the useful interpretation of rel-
ative onset rates, e.g., the estimated smoking onset
rate for prior SLT users relative to that for prior
nonusers. :

4) As in other regression models, the effect of other
variables can be conveniently controlled by their
inclusion as covariates in the regression model.

5) Unlike binary data methods, the model and analysis
can accommodate censored data.

6) The model can be generalized in numerous ways
for adaptation to a wide range of applications.

Used in this paper is a generalization that allows an
explanatory variable to depend on follow-up time # In our
application below, we let z; = z,(£) depend on the follow-up
time (age) and define it to.be the indicator function for the
occurrence of a specified prior event (e.g., the occurrence of
initial smoking), taking the value 0 before the event occurs
and | afterward. The quantity exp(B,) is interpreted as the
relative onset rate (e.g., of weekly SLT use after the prior
event of initial smoking compared with before). See the

by a certain age (€-g., the age at which data collec-
tion occurs). Mathews and Farewell (10), Lawless
(11), Miller (12), and Kalbfleisch and Prentice (13)
provide further descriptions of the Kaplan-Meier
survival curve, including formulas for its compu-
tation and assumptions for its use.

2) We used the Cox regression method (10-14) to
analyze the impact of the occurrence of one to-
bacco use event (e.g., initial smoking) on the sub-
sequent rate of onset of another event (e.g., weekly
use of SLT). By such analyses, one can investigate
directly the interrelationship between the smoking
and SLT use onset processes. The Cox regression
method models the onset rate A(#) for some speci-
fied event (e.g., weekly use of SLT) as a function of
the follow-up time ¢ (e.g., age). The model specifies
that the onset rate A(%z) for any individual with ex-
planatory (regression) variables zy, z,, . . . z, is just
the product of a “baseline” onset rate Aqy(f) and a

references above for a complete description of this model,

its generalizations and assumptions, and method of analysis.

RESULTS
Prevalence of Smoking and Smokeless Tobacco Use

Table 1 presents, first for cigarettes and then for SLT,
the fraction of boys and girls who have ever used, currently
use, and have attained certain events of the onset process.

The percentage of males who have ever smoked cig-
arettes is about the same as have ever used SLT. More boy$
have dipped more than five pieces of SLT than have smoked
more than five cigarettes (40.6% vs. 32.5%). Almost 70%
of the females have ever smoked cigarettes and about 31%
have ever used SLT; almost 6% of the girls have used moré
than five pieces of SLT.

More boys are currently using SLT than cigarettes: 17.7%
versus 14.4% (weekly use). Although 19.4% of the girls
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TaBLE 1.—Current use, lifetime use, and attainment of onset events:
cigarettes and SLT

Boys, % Girls, %

Cigarettes SLT

prevalence for male use of SLT compared with smoking is
attributed mostly to the higher first-to-tenth use transition
probability (57.0% vs. 44.1%), and 2) the drastically lower
prevalence for female use of SLT compared with smoking
is attributed to both a lower prevalence of initial use and a
lower first-to-tenth use transition probability.

The extent to which cigarettes and SLT are used sepa-
rately and concurrently is shown in table 2. Consistent with
results from other studies, a strong relationship is evident
between smoking and SLT use, for both lifetime and cur-
rent use. First, a majority of males (60.2%) have used both
cigarettes and SLT. Only about 1 of 3 males who have
never tried SLT have tried cigarettes; 6 of 7 males who
have tried SLT have also tried cigarettes. Fewer than 1 of
10 males who do not use SLT weekly smoke weekly, but
more than 1 of 3 males who use SLT weekly also smoke
weekly. Of the 25.5% of the boys who use tobacco at least
once a week, 7.6% use cigareties only, 11.7% use SLT only,
and 6.2% use both.

Use/onset/transition Cigarettes SLT
Lifetime use
Ever 69.8 1.1 68.6 312
>Five times 325 40.6 39.1 59
Current use .
=0nce/mo 19.7 253 26.1 28
=>Once/wk ‘144 17.7 194 14
Onset of use
First 69.8 71.1 68.6 31.2
Tenth . 308 - 40.5 377 58
First weekly - 224 31.1 312 44
Transition probabilities
Between no use and 69.8 71.1 68.6 312
first
Between first and 44.1 570 550 186
, tenth use
~-——Betweententh-and—F0.3———73:6—————79.9——698
weekly use :

smoke cigarettes at least weekly, only 1.4% of them use
SLT at least weekly.

Consistent with the results just presented, more boys
attained the tenth use for SLT than for cigarettes (40.5%
vs. 30.8%), and more boys attained weekly use of SLT than
cigarettes (31.1% vs. 22.4%). Also, far fewer gitls attained
. both tenth and weekly use of SLT than for cigarettes. It is
noteworthy that 4.4% of the girls did use SLT weekly at
one time in their lives.

Because tobacco use onset is a process of increasing

use, presentation of the results in transition probabilities
(lower portion of table 1) from one event to another is
helpful. These results reinforce the ideas that 1) the higher

Among females, 29.5% have used both cigarettes and
SLT. Over 50% of the females who have never tried SLT
use cigarettes, but more than 9 of 10 who ‘have tried SLT
have also tried cigarettes. On average, fewer than 1 in 5
girls who do not'use SLT weekly smoke weekly, but more
than 1 of 2 who are weekly SLT users smoke weekly.

Onset of Smoking and Smokeless Tobacco Use

The results presented to this point have described preva-
lence of current use, lifetime use, and the frequency of oc-
currence of certain onset events for smoking and SLT sepa-

rately and together. These results have described the extent

to which various smoking events occurred but not at what
ages they occuwrred. Attention is now focused on the ages
at which the onset events occurred, with emphasis on a de-
scription of the age-specific onset rates for first, tenth, and
first weekly use for smoking and SLT. First, smoking and

TABLE 2.—Relationship between smoking and SLT use, %

Cigarettes Cigarettes
Sex Use/onset only . SLT only and SLT Neither
Males Lifetime use
Ever . 95 10.8 . 60.2 194
>Five times 10.2 184 223 49.3
v Current use
=0nce/mo : 78 14.6 11t 665
20nce/wk 16 117 62 745
Onset of use
First 9.6 10.7 60.5 192
Tenth 94 19.0 214 50.1
First weekly 9.0 17.7 133 599
Females Lifetime use
Ever 39.1 1.6 29.6 297
>Five times 337 0.6 53 604
Current use ‘
=Once/mo 240 0.8 20 733
2>Once/wk 185 0.8 0.7 80.1
Onset events of use .
First 389 16 29.8 29.6
Tenth . 324 05 53 618
First weekly 27.7 09 35 679
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" SLT are considered separately and then together. We used
basic methods of presenting and analyzing time-to-event
data. The onset curves for first, tenth, and weekly use for
cigarettes and SLT are shown in figures 1 and 2 for males
and females, respectively. The onset curves indicate that the
rates are greatest (onset curves increase the fastest) during
certain age ranges shown in table 3.

It is clear that substantial differences exist between the
age ranges when smoking and SLT onset occur. For males
and females, initial SLT use occurred later than initial
smoking. For males, tenth and weekly SLT use did not
occur later than tenth and weekly use of cigarettes. Rather,

1 -

" l Cigarette Use ,.

0.9 1

the onset rates were similar until the boys were 11 years
old, after which more boys achieved tenth and weekly SL.T
use than tenth and weekly smoking. For females, tenth and
weekly SLT use occurred later than tenth and weekly use
of cigarettes.

Relationship Between Smoking Ouset and Onset
of Smokeless Tobacco Use

The relationship between the onset of smoking and that
of SLT use in adolescents was investigated by a number of
methods.

0.8
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SLT Use
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o
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FIGURE 2.—Onset curves for smok-
ing and SLT for 791 adolescent fe-
males,
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TABLE 3.—Age ranges for high onset rates

Use
First Tenth First regutar
Age range, Percent Age range, Percent Age range, Percent
Sex yr onset? onset? yr onseté
Males
Smoking 6-14 55 9-15 26 11-15 14
SLT 9-14 : 55 11-15 30 11-15 25
Females ;
Smoking 8-14 51 ©9-15 33 10-15 27
SLT 12-16 26 11-15 5 12-16 5

@ Percent onset is for age range indicated,

- First, joint distributions were computed for the age of
occurrence of an event in the smoking onset process and
that of the corresponding event in the SLT onset process.

—Time-to-event-censoring—was—handled-by-inclusi
“never started” category. From the joint distributions (not
shown) of: 1) age at first use of cigarettes and at first use of
SLT, 2) age at tenth use of cigarettes and age at tenth use of
SLT, and 3) age at regular use of cigarettes and at regular
use of SLT, a number of conclusions can be obtained.

One summary point of the joint distribution of ages of
initiation of smoking and SLT use is the extent to which
the smoking event occurs before the SLT use event, and
vice versa, among those experiencing both smoking and SLT
use events. As shown in table 4, smoking and SLT each
occurred first in a substantial number of males. Among
boys who used both, 25% tried SLT first and 60% tried
cigarettes first. Fifteen percent first tried both at the same
age. In contrast, the vast majority of females tried cigarettes
first (76%) rather than SLT first (12.5%).

Finally, the following question is addressed: How are the
age-specific onset rates for regular smoking related to the
prior occurrence of steps in the SLT onset process for the
840 boys and 791 girls? Conversely, how are the onset
rates for regular SLT use related to the prior occurrence
of steps in the smoking onset process for both sexes? We
investigated these questions using time-to-event regression
methods developed by Cox (14). Data for all participants
are included in these analyses; those not experiencing the
end point of interest (e.g., weekly smoking, in table 5) are
treated as censored. -

The occurrences of steps in the SLT onset process are
strongly related to increases in subsequent onset rate for

TABLE 4.—Precedence of smoking vs. SLT among individuals using both, %

Smoking event SLT use Simultancous

Use occurred first occurred first occutrence
Males .

First . 60.0 249 15.1

Tenth 44.2 28.2 276

Weekly " 434 31.0 25.6
Females

First 76.3 125 112

Tenth 73.8 11.9 143

Weekly 60.7 143 250

SMOKELESS TOBACCO USE IN THE UNITED STATES

weekly smoking. From rubs (ie., individual analyses) 1
and 4 of table 5, the weekly smoking onset rate is 1.65
(P = .002) and 2.11? (P < .001) times as large for males

es; respectively, afterinitial SLT wse has occomed

compared with before initial SLT use. From runs 2 and
5, the weekly smoking onset rate is 1.83(P = .002) and
325 (P = .021) times as large for males and females,’
respectively, after weekly SLT use began compared with
before weekly SLT use.

Furthermore, evidence suggests that each of the SLT
steps, initial and weekly use, contributes to the risk of sub-
sequent weekly smoking. When both steps are included in
the analyses for males (run 3), the occurrence of initial SLT
multiplies the risk of smoking onset by 1.45 (P = .047), and
the subsequent occurrence of weekly SLT use multiplies the
risk of smoking onset by an additional 1.47 (P = .08) for a
net multiple (1.47 X 1.45) of 2.13 times the smoking onset
rate when no SLT event has occurred. For females (run 6),
the relative risks are 2.04 (P < .001) and 1.80 (P = .27);
not enough females use SLT regulatly to provide the data
needed in this data set for us to determine whether weekly
SLT use provides an added risk of weekly smoking beyond
the risk provided by initial SLT use.

The results for the converse relationship are similar (table
6). The occurrences of steps in the smoking onset process
are strongly related to increases in the subsequent onset rate
for SLT use. From runs 1 and 4 of table 6, the onset rate

TABLE §.—Results of relative risk regression analyses of relationship of
steps in onset process of SLT with onset of weekly smoking®

Relative rate and 95% confidence intervat of
weekly smoking onset?

Run After initial SLT use P After weekly SLTuse P

Males
1 1.65 (1.20, 2.29) 002 —_—
2 —_ 1.83 (1.24, 2.69) .002
3 145 (1.00, 2.09) 047 1.47 (095,227 08
Females
4 2.13 (150, 3.02) <001 —_
5 . — 3.25 (1.20, 8.81) 021
6 2.04 (1.42,2.93) <001 1.80 (064, 5.07) 27

% Analyses used data on 840 males and 791 females, of whom 188 and
247, respectively, attained weekly smoking.
b Values in parentheses represent 95% confidence intervals.
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TABLE 6.—Relative risk regression analyses of relationship of steps in onset
process of smoking with onset of weekly SLT use®

Relative rate and 95% confidence interval of weekly SLT use?

Run  After initial smoking P After weekly smoking P
Males

1 203 (156, 262) <001 -

2 — 3.50(255,482) <001

3 1.65 (1.25, 218) <001 2.74(195,385) <001
Females

4 6.72 (2.34,1192) <001 —

5 ’ —_ 4.57(231,9.06) <.001

6 456 (149, 140) <001 2.63(1.29,540) <.001

@ Analyses used data on 840 boys and 261 events and 791 gids with 35
events.
b See table 5, footnote b,

- for weekly SLT use is 2.03 (P <.001) and 6.72 (P < .001)
times as large for males and females, respectively, after
initial smoking has occurred than that before it occurred.
This result for females is particularly striking: Females who
have tried cigarettes are at almost seven times the risk
for using SLT as those who have not. From runs 2 and
5, the onset rate for weekly SLT use is 3.50 (P < .001)
and 4.57 (P <.001) times as large for males and females,
respectively, after weekly smoking than before it occurred.
Furthermore, evidence is clear that each of the smoking
onset steps, initial and weekly use, contributes to the risk of
subsequent weekly SLT use. When both steps are included
in the analysis for males (run 3), the occurrence of initial
smoking multiplies the risk of onset of weekly SLT use
by 1.65 (P < .001), and the (subsequent) occurrence of
weekly smoking multiplies the risk of onset of weekly SLT
use by an additional 2.74 (P < .001), for a net multiple
(1.65 X 2.74) of 4.5 times the SLT onset rate when po
smoking event has occurred. The corresponding multiples
for females (run 6) are 4.56 (P < .001), 2.631 (P < .00D),
and 12.0 (4.56 X 2.63).

DISCUSSION AND CONCLUSION
g relationship is observed between the

tively from a"cross-sectional survey. Resulting limitations
include: 1) Recall bias may be present because the data are
limited to those individuals who can remember, and the re-
call may be biased among those who remember. 2) The
sample does not correspond to a defined cobort but is a
modification (by in- and out-migration) of some identifi-
able original cohort. However, to the extent that in- and
out-migrating students are similar in their SLT and smok-
ing omset patterns, no bias would result.

Also, these data on occurrence of events in the smoking
and SLT onset processes span, a period (1975-1985) during
which the prevalence of SLT use was increasing rapidly. As
a result, the relationship between the onset of both during
such a period necessarily includes the effects of temporal .
changes in prevalence.

These investigations illustrate bow survival analysis
methods, and in _particular survival analysis regression
methods, can help to provide insight into the onset of in-
dividual steps of the smoking onset process, the relation-
ship between age and the onset rate of various tobacco use
events, and the degree to which onset of different events
are related. Results of such investigations can contribute to
the design of health-promoting interventions by guiding the -
choice of component, delivery method, and age and grade
at'which they are provided. .

Purther research is indicated in several directions: how
the effect of SLT use on subsequent smoking onset depends
on age and inclusion of other aspects of the tobacco use
onset processes including social, environmental, and moti-
vation variables. Finally, cohort studies are needed.
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TRANSLATION OF SWEDISH NEWSPAPER (SVENSKA DAGBLADET) ARTICLE
PUBLISHED ON 4/19/2001

Snuff is Better than Nicotine Preparations against Tobacco Dependency

More smokers are successful in quitting smoking using snuff, than with available over-the-
counter nicotine drugs. In addition, those who try to quit smoking find that snuff works better
than nicotine drugs. '

~ This is the conclusion, probably unexpected, reached in a survey by Temo, sponsored by the
Swedish Cancer Foundation and the drug company, Parmacia, which has been selling nicotine
drugs for a long time. .

Surveyed were 2,002 people, half of whom were smokers and half of whom had quit smoking. Of
those who had succeeded in quitting smoking, 33 percent had used snuff during the smoking
cessation period, compared to only 17 percent who had used nicotine drugs. The remaining
people managed without using any aids. Of 108 persons surveyed, who had used nicotine drugs,
76 percent indicated that the drugs had been a great help. However, of those 163 surveyed who
had used snuff, 84 percent, or slightly higher, were satisfied and answered yes to the same
question.

A similar tendency in favor of the "benefits" of snuff could be found among those who still
smoke, but have tried to quit. Among those, 74 percent answered that snuff had been "very
helpful" when they tried to quit smoking compared to 56 percent of those who had tried nicotine
drugs.

Despite the fact that the smokers themselves seem to prefer snuff and that the number basis in
the report is not especially impressive, the Cancer Foundation is using the material to attack
snuff. In a press release, the Foundation warns that snuff is a "risky alternative" for those who
want to quit smoking. This is a message, which the co-sponsor, Pharmacia, will probably
appreciate. The manufacturers of nicotine drugs are in the middle of an intense marketing
struggle with the tobacco industry, especially Swedish Match, which is attempting to introduce
snuff as a smoking cessation tool, particularly in the US. This is a large tempting market for
Swedish Match, where cheaper snuff can become a threat to the drug manufacturers. :
"No, we are absolutely not trying to promote nicotine drugs," says Britt-Marie Lindblad, in
charge of tobacco affairs at the Cancer Foundation. "It is not our task and, in general, snuff does
not constitute a big issue for us."

She stated that, for the most part, the Cancer Foundation wants to warn that snuff is strongly
addictive and will lead to continued abuse, which can be difficult to stop.

“Those who replace cigarettes with snuff are only switching from one stimulant to another," she
noted, and also warned that some people will start using both cigarettes and snuff.

The survey indicated that 111 persons, or 11 percent of the smokers, are mixed users and that 16
percent of those, who used snuff to quit smoking, have continued to use snuff.

On the other hand, it is not mentioned that the nicotine drugs can also be addictive, especially the
chewing gums and nasal sprays. In a report about smoking cessation from SBU (the State
Committee for Evaluation of Medical Methodology), it is noted that there is a risk of continued
dependence, but the long-term effects of these preparations have not been studied sufficiently.

A study indicates that between five and ten percent continued to chew nicotine gum for more

1




than a year. For nicotine spray, which produces rapidly increasing nicotine concentrations, the
addiction risk is even higher. Up to 40 percent of those who quit smoking will continue to use the
spray even after a year.

The reason cited for snuff being more addictive is that it contains higher levels of nicotine than
the drugs. Also, one explanation for the relatively low effect of the drugs is that their nicotine
levels are too low. The industry is continuously engaged in work to develop drugs with higher
nicotine levels. . '

No one, at either the Cancer Foundation or at Pharmacia, wants to say how much money the
company paid for the Temo survey.

Inger Atterstam

08-13 5159

Footnote: Aside from Pharmacia, the companies, Novartis, SmithKline Beechman and ACO, sell
approximately ten different nicotine drugs, which are currently on the market. Recently Glaxo
Wellcome introduced a drug in pill form, which the company claims counteracts nicotine
addiction. ‘

[boxes to right side of article]

Fact: Cancer risk among snuff users completely debunked.

The health risks related to snuff use have long been a controversial issue. However, recently the
cancer risk has been taken off the agenda and a new study does not indicate any increased risk of
heart disease.

Based on a decision by EU regarding its new tobacco directive, the warning text on snuffboxes
will be changed. The phrase "causes cancer" will be reduced to "hazardous to health". The
Swedish Board of Social Affairs has played a major role in the efforts to remove the cancer
warning, because this risk is not considered to have been proven.

As for the effects on heart and blood pressure, the controversy still exists. In a large study, which
was recently reported in a leading American epidemiological journal, a research group in Umed
present the strongest evidence so far against heart risks. They studied 687 men who had
myocardial infarction and 687 healthy control subjects. The comparison between the participants'
smoking habits showed major increased risks linked to smoking, while snuff use did not indicate
any increased risk. In other words, snuff did not seem to increase the risk of heart disease.

Inger Atterstam
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Snus battre dn nikotinpreparat

ROKAVVANINING | Dubbelt
si effektivt enligt Temoenkit

»Fler rokare lychas sluta roka
med hjalp av snus 3o med de ni-
kotinlikemeJel som finns att k5
pa receptfritt pa apoteken. Dess-
utorn upplever de som farsoker
sluta att snus fungerar bittre 3n
nikotinpreparaten.

Det ir den sannolikt nigot
ovintade slutsatseo somkommer
fram i en enkit som gjorts av Te-
mo, bekostad av Cancerfoaden
och likemedelsforetaget Phar-
macia sor sedan Jing tid siljer
nikotinlikemedel

2007 personer tillfrigades,
hilften var cbkare ochhilfteaha-
de slutat 1cka. Av dem som lyck-
ats shuta hade 33 procent anvan!
snus vid tokstoppet, mot enbart
17 procent som brukat niketinia-
kemedel. De Gvriga klarade sig
utan hjilpmedel. Av 108 tilliriga-
de tom anvant nikotinprepasat
angav 76 procent att de halt stor
tjalp av medlen. Dock var nigot
fler, 84 procent av de 16y utfriga-

Att sluta roka
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de som anvint sous, ndjda och
svacade ja p samma friga
Liknaode tendens till sausets
“fordel” framkommer bland dem
sorn fortfazande rokee men scm
forsdkt sluta. Dir anger 74 pro-
cent ati sauset varit till “stos
bjilp” vid stoppfBsSken mol en-

bart §6 proceat bland dem som

provat nikotinlitemedel

Trots att afitsd rokarna sjilva
tycks (Gredra snus och att sifTer-
underdzgetirapporteninte irsir-
skiltimponerandcanvindet Can-
cerfondenmaterizlet (5 att gAtill
storms mot snuset. 1 eo press-

meddelande varpas f5t att snus -

ar ett "riskabelt alternativ® for
den som vill stuta 10ka

Det ir ett budskap som medfi-
nansiaren Pharmscia sannalikt
uppskattar. Tillverbarma av ni-
totinpregarat befinnersigieain-
tensiv. marknadsforingskamp
oed tobaksindustrin och di spe-
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ciellt Swedish Match som 6rs5-
ket lansera snus som rdkstopps-
medcl speciellti USA_Eastor bi-
grands marknad f3r Swedish
Match dirdetbilligare sausetkan
bii ett bot mot prepasattillver-
karna.

- Nej, vi propagerar absolut in-

-te [tc nikotinlikemedel, sager

Britt-Marie Lindblad, tobaksan-
svarig vid Cancerfonden Det ar
inte vir uppgift och dverhuvud-
taget ir sous ingen stdrre friga
fBc oss.

Hon Rrklarar att Cancerfonden
framiGr allt vill varna {5y att soes
ir starkt beroende(ramkallande
och leder tll fortsatt misshruk
sotn kan vara svin att ta sigur.
- Den som ersitter cigaretter
med snus ghr bara (rdn ett njut-
ningsmedel till ett annat, ppe-
kar hoo och varnar ocksi for att
vissaz kan brja med blandbruk av

bide cigatetter och sous.

Enkaten visar att 1n personer
eller 11 procent av rCkarna is
HNandbrukare och att 16 procent
av dem som anvinde snus (3¢ att
sluta roka har fortsatt sausa,

Daremot nimnsinte a4t nikot-

FAKTA | SNUS

Cancerrisk
helt avford

Nalsoriskerna rmed snus har
Snge varit en kontroversiell
fr3ga. § dagarna has dock can-

inlikemedlen ocksi ban vara be-
roendeframkallande,  sirskilt
tuggummin och aisspray. | en
rapport om rokavinjning frin
SBU (Statens beredning ior ut-
virdering av medicinsk metodik)
sigs att risk [Gr fortsatt beroea-
de finns, men att linglidseffek-
terna av dessa preparat ir diligt
studerade,

En studle visar att melian lem
och tiv procent fortsatte att tug-
ga nikotintuggummia i Gver ett
ir For nikotinspray som ger
snabbt stigande ikotinnivder 3r
beroenderisken innu storre, upp
mot 43 procent av dem som slu-
t2t rika fortsitter med sprayen
efterett ir. ‘

Den nrsak som anges till an
sous skulle vara mer beroende-

{ramkallande ir att det innehd)-
ler bigre halter pikotin 3n )ike-
medlen Samtidigl anses en fr-
Klaring till preparatens relativt
liga cffekt vara altfSe liga ni-
kotinnivier. Inom industrin pi-
ghr didfde ett utvecklingsarbete
att ta fram medel med hagre ni-
kotinhalter.

Ingen vare sig pd Cancerfon-
dea elles hos Pharmacia vill upp-
ge hur mycket pengar fGretaget
betalat {6r Temoenkiten,

INGER ATTFRSTAM
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fotnot Utdrer Pharmacia siijer
relagen Novastis, SmithKline Be-
tchman ach ACO de citka tia okika
tikotimoreparal som finns idag. Ny-
ligen introducerad: (laxo Wellco-
me ett Likermedel i pillevfsrm son
1323 motveria nikotirbegar.
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cer avibets frdn dagordningen
och en ny studie visar inte pi
ndgon Skad risk fBe hjsrtsjuk-
domae,

Enligt beslut i EU:s nya tobaksdi-
rektiv ska vamingstexterna p3
snusdesona dndras. formulering-
en "orszkar cancer” mildras till
“farligt (3¢ halsan”, Inte minst
svenska Socialstyrelsen har varit
fdrkdmpe (5r att ta bort canoer-
vamingen, eftersom den risken in-
te anses bevisad.

Har det galles effekter pd hjarta
och biodiryck bestir oenigheten. |
en stor studie som nyligen rappor-
térats i en ledande amerkansk
epldemiclogisk tidskrift redavisar
en forskargrupp | Ume3 de bittills
starkaste bevisen mot hjartrisker.

De har studerat 687 m3n som
Jart hisrtinfarkt och 687 friska
loatrollpersoner. Jimfdrelser av
deltagarnas rdkvanor visar en sfor
tkad risk med att réka, madan
sousning inle gav nigot utslag.
Snus tydktes alitsd Inte ¢ka risken
{6¢ hjdrtsjukdom.

INGER ATTERSTAM

Alkohol bra efter hjartattack

CHICAGO » Mittlig alkohol-
kopsuntion tycks inte bara f5-
rebyggs hjirtinfarkt utan iven
forbittra dverlevnadschanser-
na for dem som haft bjrtstill-
estind. Det visar rrya forsk-
aimgsresultst frin tvd olika
studier i USA, som presente-
rades pl tisdagen.
En miulig alkobolkonsunrion
tycks minska nisken att d6 inom
nigra ir efter et bjirtstillestind
med cirka jo procent, enligt des-
sa undersokningar.

- Vikanbehiva omprova ridet
attl3pg o sinadryckesvanortil

demn som haft en hidrtattach, sa-
de Kenneth Mukamal, fGrfartare
(il cnartikel iJournal of the Ame-
rican Medical Assnciatinn, dirde
nya resultaten peesenteras.

Mukamal och hans kollegor
vid eft medicinskt center i Bos-
ton rapporterar alt pe1soner som
drack en alkoholhaltig dryck om
dagrn minskade risken att dd in-
omn fyra ir cfier biinattazken
med 21 procent, jimfont med en
grupp som iate dracl algon 2l-
kobo! alls. Foe demsomdrack tvd
gAnger om dagen minshade ris-
len med y0 proceat.

‘Det tycks inte gira nigon skill-

nad omalkoholen utgbsav 6}, vin
eller sprit - hur minga centiliter
alkoboldetritsigomperdagfram-
gAr inte. Studieni Boston stods av
enliknande som gjorts vid den me-
dicinska fakuteten vid universi-
tetet i Atlanta. Avendir minskade
risken [or nya Mjirtattacker vid
mitilig alkoholkonsumtion.

De hir resultatenaringenupp-
maning vill bjartpatienter att boe-
ja dricka alkobol, betosar for-
skama. Det dr snarare eft lug-
pande besked till dem som ldarar
mittlighetsdrickaede, ati de kan
fortsitta med detta venefter en
hjdrtattack. TTAR
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Snus bdttre an nikotinpreparat

mot beroende av tobak

Fler rokare lyckas sluta roka med hjilp av snus 8n med de
nikotinldkemedel som finns att képa receptfritt pa
apoteken. Dessutom upplever de som forsoker stuta att
snus fungerar béttre an nikotinpreparaten,

Det &r den sannolikt n8got ovintade slutsatsen som
kommer fram i en enkit som gjorts av Temo, bekostad av
Cancerfonden och likemedelsféretaget Pharmacia som
sedan l3ng tid saljer nikotinldkemedel.

2 002 personer tillfrdgades, halften var rokare och hélften
hade slutat réka. Av dem som lyckats sluta hade 33
procent anvéant snus vid rékstoppet, mot enbart 17 procent
som brukat nikotinldkemedel. De 6vriga klarade sig utan
hjélpmedel. Av 108 tillfr%gade som anvant nikotinpreparat
angav 76 procent att de haft stor hjéip av medlen. Dock
var nagot fler, 84 procent av de 163 utfrigade som anvéant
snus, ndjda och svarade ja pa samma friga.

Liknande tendens till snusets "férdel” framkommer bland
dem som fortfarande roker men som forsdkt sluta. Dar
anger 74 procent att snuset varit till “stor hjilp" vid
stoppforsdken mot enbart 56 procent bland dem som
provat nikotinldkemedel.

Trots att alits8 rékarna sjalva tycks foredra snus och att
sifferunderlaget i rapporten inte ar sarskilt imponerande
anvéander Cancerfonden materialet for att g3 till storms mot
snuset. I en pressmeddelande varnas for att snus ér ett
“riskabelt alternativ" for den som vill sluta roka.

Det &r ett budskap som medfinansidren Pharmacia
sannolikt uppskattar. Tillverkarna av nikotinpreparat
befinner sig i en intensiv marknadsféringskamp med
tobaksindustrin och d3 speciellt Swedish Match som
forsdker lansera snus som rékstoppsmedel specielit i USA.
En stor hdgrande marknad for Swedish Match dar det
billigare snuset kan bli ett hot mot preparattillverkarna.

- Nej, vi propagerar absolut inte fér nikotinldkemedel,
séger Britt-Marie Lindblad, tobaksansvarig vid
Cancerfonden. Det &r inte var uppgift och dverhuvudtaget
ar snus ingen storre fraga for oss.

Hon forklarar att Cancerfonden framfor allt vill varna for
att snus ar starkt beroendeframkallande och leder till
fortsatt missbruk som kan vara svart att ta sig ur.

- Den som ersitter cigaretter med snus g&r bara fran ett
njutningsmedel till ett annat, papekar hon och varnar ocks3
for att vissa kan borja med blandbruk av b3de cigaretter
och snus. i
Enkdten visar att 111 personer eller 11 procent av rokarna
ar blandbrukare och att 16 procent av dem som anvande
snus for att sluta roka har fortsatt snusa.

Daremot namns inte att nikotinlakemedien ocksd kan vara
beroendeframkallande, sarskilt tuggummin och nasspray. |
en rapport om rékavvanjning fran SBU (Statens beredning
for utvardering av medicinsk metodik) sags att risk for
fortsatt beroende finns, men att lI3ngtidseffekterna av
dessa preparat ar ddligt studerade.

En studie visar att mellan fem och tio procent fortsatte att

tugga nikotintuggummin i dver ett &r. For nikotinspray som
ger snabbt stigande nikotinnivder ar beroenderisken annu
stérre, upp mot 43 procent av dem som slutat roka
fortsatter med sprayen efter ett 3r.

Den orsak som anges till att snus skulle vara mer
beroendeframkallande ar att det inneh3ller hégre halter
nikotin dn lakemedien. Samtidigt anses en forklaring till

& skriv ut artiket

Fakta: Cancerrisk
for snusare helt
avford

Halsoriskerna med snus
har lange varit en
kontroversiell friga. 1
dagarna har dock cancer
avforts frdn
dagordningen och en ny
studie visar inte p3
ndgon 6kad risk for
hjartsjukdomar.

Enligt beslut i EU:s nya
tobaksdirektiv ska
varningstexterna pd
snusdosorna andras.
Formuleringen “orsakar
cancer” mildras till
“farligt for halsan™. Inte
minst svenska
Socialstyrelsen har varit
forkampe for att ta bort
cancervamingen,
eftersom den risken inte
anses bevisad.

Nir det gdller effekter
pé hjérta och blodtryck
bestar oenigheten. I en
stor studie som nyligen
rapporterats i en ledande
amerikansk
epidemiologisk tidskrift
redovisar en
forskargrupp i Ume3 de
hittills starkaste bevisen
mot hjdrtrisker.

DOe har studerat 687 man
som f3tt hjartinfarkt och
687 friska
kontroltpersoner.
Jamférelser av
deltagarnas rokvanor
visar en stor 6kad risk
med att roka, medan
snusning inte gav nigot
utslag. Snus tycktes
alitsd inte oka risken for
hjartsjukdom.
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preparatens relativt l3ga effekt vara alltfor 13ga
nikotinnivaer. Inom industrin pdgar dérfor ett
utveckiingsarbete att ta fram medel med hégre
nikotinhalter.

Ingen vare sig p3 Cancerfonden eller hos Pharmacia vill
uppge hur mycket pengar foretaget betalat for
Temoenkaten.

Inger Atterstam

08-13 51 59

Fotnot: Utdver Pharmacia séljer foretagen Novartis,
SmithKline Beechman och ACO de cirka tio olika
nikotinpreparat som finns idag. Nyligen introducerade
Glaxo Wellcome ett lakemedel i pillerform som ségs
motverka nikotinbegar.
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COMMENTARY
Harm reduction, public health and human rights:
Smokers have a right to be informed of genuine harm reduction options
Lynn T. Kozlowski, Ph.D.
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Abstract

Public health policy needs to be assessed for effects on human rights as well as public
health. Although promoting harm reduction products to cigarette smokers might lead to greater
total public health harm, if the products become too popular, human rights issues need also to be
considered. Avoiding, or objecting to, the fair presentation of information on effective harm
reduction products to smokers to allow them to make an informed choice to reduce health risk
can represent a violation of a human right--the right to information. The necessary conditions
are not met for protecting public health by restricting information on certain risk reduction
products. As examples, based on current evidence, smokers have a right to information on snus
and medicinal nicotine as harm reduction options that would reduce substantially the risk of
death to individuals. Smokers also have a right to truthful information about lower-tar cigarettes

that have been erroneously promoted as risk reducing.
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Introduction

Two recent, major publications have helped shape consideration of pharmaceutical or
tobacco products for reducing harm to cigarette smokers who are unwilling to cease nicotine use
completely. The first book resulted from an international workshop funded by the Robert Wood
Johnson Foundation, the American Society of Addiction Medicine, and the Addiction Research
Foundation (Ferrence, Slade, Room, & Pope, 2000), and the second book was the result of an
expert committee convened by the prestigious Institute of Medicine of the National Academy of
Sciences and partially funded by the U.S. Food and Drug Administration (Stratton, Shetty, &
Bondurant, 2001). In nicotine-related public health policy, there has been a desire to avoid
promotion of harm reduction products that, while reducing toxicity to individual users, might

increase public health harm because of increased numbers of users.

Ferrence et al. (2000) noted one of the important questions is "Would there be a net
benefit to society if novel products reduced risk but increased use?" (p. x). Later in the book,
Henningfield and Fant (2000) indicate that, in evaluating a harm reduction product, it is
important to include, "the potential immediate and long-term health effects at the population
level" (p. 240). A discussant in a later chapter urges that a key question in evaluating harm
reduction products is whether the product "ends up reducing harm for the population as a whole"
(Reuter, 2000, p. 337). The Institute of Medicine (IOM) report (Stratton, ef al., 2001) assessed
the science base for tobacco harm reduction. Before endorsing any product, the committee
wanted to see evidence on increase in harm "to the population from encouraging initiation or
continuation of smoking" (p. x). The Executive Summary has as its last conclusion:

"Conclusion 6. The public health impact of PREPs [Potential Reduced Exposure Products] is
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unknown. They are potentially beneficial, but the net impact on public health could, in fact, be

negative" (p. 6).

The principle of protecting the health of the public has been offered, then, as one guiding
principle in the development of harm reduction products, but these major works (Ferrence et al.,
2000; Stratton et al., 2001) offer no consideration of another established principle: the human
right of individuals to receive information relevant to their health and their health choices. The
right to information derives from the principle of respect for autonomy. (The principle of
autonomy is also the source of the requirement for informed consent for individuals who take
part in research.) If people are deprived of information relevant to their health, they will
necessarily be deprived of choices that might protect their health (Freedman. 1999). Ina
tradition deriving from the Nuremberg Code (1949) and the United Nations Universal
Declaration of Human Rights (1948), the American Public Health Association concluded:
“Human rights must not be sacrificed to achieve public health goals, except in extraordinary
circumstances, in accordance with internationally recognized standards” (Bird, 2001).
Assessments need to be made if a public health goal justifies restrictions on human rights (Gostin

& Mann, 1999).

The present commentary asserts that (a) snus and medicinal nicotine, based on present
evidence, make dramatic reductions in health risks to individual smokers, (b) there is an
established right to information that affects health and (c) the potential public health harm is not
clear and convincing enough to justify suspension of advice about reduced risks to individuals
from these products. Other possible issues involved with reluctance to promote known harm
reduction products will be discussed briefly. These include: a) concern that addicts are impaired

in making free choices, b) belief that no harm reduction products ofany kind are warranted, c)
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refusal to advise at all in the absence of strong governmental regulation, and d) preference to let

the industry solely promote their own products.

Two significant harm reduction products for individuals who smoke cigarettes

This commentary is not the place for a detailed review of harm reduction products; for
that, see the IOM Report (Stratton et al. 2001). The IOM Report avoided recommendations
about harm reduction products, declared every product as a "potential" harm reduction product,
and proposed an elaborate, extensive scheme for assessment (based on toxicology, epidemiology,
as well as proper governmental regulation). Though desirable, the feasibility or practicability of
the IOM report is far from clear. It is sufficient in this commentary to establish that a product
lowers risks substantially to individuals. While further research is needed, the toxicology and
epidemiology of smokeless products and medicinal nicotine are well enough understood at
present to be confident that these products are substantially less dangerous than cigarettes. For
purposes of this argument, it is unnecessary to establish a precise estimate of risk and
unnecessary to show that the product is absolutely "safe." This commentary focuses on two
types of products to illustrate, snus and medicinal nicotine.

Snus (Swedish moist snuff) reduces tobacco harm dramatically in comparison to
cigarettes (Ramstrom, 2000; Henningfield & Fagerstrom, 2001). Rodu & Cole (1994, 1999)
have presented evidence for substantial harm reduction from smokeless tobacco in general.
Since about half of cigarette deaths arise from lung cancer and respiratory disease (English,
Holman, Milne, ef al., 1995; Peto, Lopez, Boreham, Thun, & Heath, 1994) and since smokeless
products are not otherwise more dangerous than cigarettes, smokeless tobacco products can be

estimated to reduce mortality by at least half, because they do not cause lung cancer or
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respiratory disease. Snus is lower than other moist snuffs in known toxins (N-nitrosamines and
polynuclear aromatic hydrocarbons) (see, Ramstrom, 2000). There has been concern about
smokeless tobacco and oral cancer. Noting the high rate of snus use in Sweden and citing five
studies, the IOM report (Stratton et al., 2000) notes, ". . . the use of snus in Sweden has generally
not been associated with oral cavity cancer” (p. 428). The IOM Report also reports that "In a
large population-based study looking at risk factors for squamous cancer of the head and neck,
Lewin et al. (1998) found no increased risk with the use of Swedish snuff" (p. 301). There are
also no secondhand smoke or fire risks from snus. The findings are mixed on whether snus
contributes to cardiovascular disease (Ramstrom, 2000; Henningfield & Fagerstrom, 2001; Rodu
& Cole, 1999). Snus is not "safe," but, on the basis of toxicological principles (no smoke toxins
from smoke exposure to the lungs) and current epidemiological knowledge, snus is significantly
less dangerous than cigarettes to individual users.

Medicinal nicotine products (nicotine replacement therapies) such as gum, patch, nasal
spray, and inhaler are also likely to be much less dangerous than cigarettes (Kozlowski , Strasser,
Giovino, Erickson, & Terza, 2001). They deliver no smoke or tobacco toxins (except nicotine)
to the user. Medicinal nicotine products have been judged to be so low in risk that some of the
varieties are available as non-prescription pharmaceuticals in many countries around the world,
including Australia, Austria, Brazil, Canada, Denmark, France, Taiwan, United States, Spain,
and Sweden (Corrao, Guindon, Sharma, & Shokoohi, 2000). On current epidemiological
evidence, these products appear to reduce risk in comparison to cigarettes by close to 100%
(Kozlowski, Strasser, Giovino, et al., 2001). They have been demonstrated to carry little to no
excess cardiovascular risk (Kimmel et al., 2001; Benowitz & Gourlay, 1997), even in heart

patients (Rennard, Daughton, & Windle, 1998), and no risks of oral cancer, lung cancer, or
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respiratory disease (Greenland et al, 1998). As much as five years use of medicinal nicotine in
the Lung Health Study (Murray & Daniels, 1998) was unrelated to cardiovascular disease or
other serious health effects. While greater, longer-term use of medicinal nicotine might reveal
some increased to risk to health, it is not plausible to expect that such risks would ever come
close to the dangers of cigarettes.

The IOM report, itself, shows guarded support for this position: "The committee also
concludes that for persons addicted to nicotine, a nicotine-containing drug product is preferable
to a cigarette or other tobacco-containing product as a chronic source of nicotine" (p. 227). The
very next sentence in the IOM report goes on, not to encourage such use, but rather to encourage
that the Food and Drug Administration look into the matter: "The FDA should therefore be
prepared to consider the chronic administration of nicotine products as a reasonable exposure
reduction strategy, again, if supported by valid clinical data" (p. 227).

Snus and medicinal nicotine are not safe or completely without risk. Both snus and
medicinal nicotine may cause reproductive health problems and should be avoided during
pregancy, but these problems should still likely be less than for cigarettes (Benowitz, 1998,
Stratton et al, 2001). I would estimate that medicinal nicotine is somewhat less dangerous than
snus, because medicinal nicotine lacks some of the tobacco toxins still present in snus and
Because medicinal nicotine gives clearer evidence of low cardiovascular risk. However, for the
present argument, it is not important to compare snus with medicinal nicotine, but it is critical to
establish each significantly less dangerous than cigarettes.

There are supposed harm reduction products that have been proven to not reduce harm to
individuals. The lower-tar cigarette appears to not reduce toxic smoke delivered to smokers

(e.g., Jarvis et al., 2001; Kozlowski & O'Connor, 2000; Kozlowski, O’Connor, & Sweeney, in
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press; USNCI, 1996; Benowitz et al., 1983) or mortality (e.g., Burns et al., in press). Newer
cigarette- like products (e.g., Eclipse®, Accord®) at best make smaller changes in the product
(smaller than Snus or MN in comparison to cigarettes), and likely make concomitantly small
changes, if any, in risk. Careful testing such és prescribed by the IOM Report (Stratton et al.,

2001) would be needed to establish the magnitude, if any, of risk reduction from the products.

The human right to health relevant information arises out of the principle of autonomy

Several ethical traditions (legal, medical, public health) lead to a view that there is a
human right to fair information relevant to health care. All traditions depend upon the principle
of individual autonomy. Beauchamp and Childress (1994) argue that both Emmanuel Kant and
John Stuart Mill helped establish the philosophical basis for Valuihg an individual's self worth
and the individual's rights to determine goals. The Nuremberg Code (1949) and the United
Nations Universal Declaration of Human Rights (1948) acknowledge a basic human right of
autonomy. Legal traditions have also helped shape expectations about patient autonomy and
patient rights to be informed of and consent to medical treatment (Wear, 1998). McCullough
and Wear (1985) described a "new ethos of patient autonomy" that has arisen in the face of,
benevolent, but paternalistic (Doctor knows best) practices. Increasing governmental regulations
on formal informed consent procedures and research have influenced the modern context in
which patients deal with health care (Wear, 1998).

Public health ethics overlap with biomedical ethics, but also have some distinctive
emphases (e.g., Mann, 1999). Working in the public health field of family planning information,
which can involve both one-on-one clinical encounters as well as diverse social sources of

information, Freedman (1999) argued that censorship of information about reproductive and
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sexual health violates individual human rights. Freedman wrote: "Women need and want
reproductive health services because they want--and have--a fundamental human right to live
lives that are free from unnecessary physical and mental suffering, and that permit the exercise of
fundamental freedoms" (p. 147). Similarly, censoring information on genuine‘ risk reductions to
individual smokers restricts the ability of smokers to exercise their fundamental freedoms to
make choices that can have dramatic effects on individual health risks.

In public health, benefit to the many can override the rights of the individual. Public
health interests should prevail when there is low cost to the individual and high benefit to society
(Annas, 1999). For an individual smoker who will not give up nicotine use, the benefits of snus
or medicinal nicotine could be profound to the individual (and possibly to society), while the

costs to society are far from clear and convincing.

Clear and convincing evidence is needed to favor public health over individual health

In law there are three standards of evidence, in order of increasing stringency: 1) the
preponderance of the evidence, where a conclusion is "more likely than not" to be true; 2) clear
and convincing evidence, producing firm belief or conviction; and 3) evidence beyond a
reasonable doubt. Clear and convincing evidence has been required in court cases involving
issues like quarantine, where an individual's rights are suspended to protect the public from the
risk of spreading a serious disease (Annas, 1999).

Two principles have been emphasized in determining whether public health interests
should override individual health interests: proportionality and probability. The limitation of
rights "must be proportional to the public health interest and its objective.” (International

Federation of Red Cross and Red Crescent Societies and Frangois-Xavier Bagnoud Center for
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Health and Human Rights, 1999, p.48); and "The risks to the public must be probable, not
merely speculative or remote.” (Gostin & Mann, 1999, p. 67).

The language of the prospects for adverse public health effects is decidedly tentative with
little indication of adverse public health effects being either probable or proportional. The IOM
Report (Stratton et al., 2001) I‘iOtCS: “Both Pauly & colleagues (1995) and Hughes (1998) raise
the possibility that the introduction of PREPs and their promotion as less harmful ways to smoke
could lead to increased initiation.” (Stratton et al., 2001, p. 73); and "The major concern for
public health is that tobacco users who might have otherwise quit will use PREPs instead, or
others may initiate smoking, feeling that PREPs are safe. That will lead to less harm reduction
for a population (as well as less risk reduction for that individual) than would occur without the
PREP, and possibly to an adverse effect on the population.”(Stratton et al., 2001, 8-4).
(Emphasis added.)

When risks from a product are relatively small, the level of increased use needed to
maintain a public health equilibrium (no changes in population-level problems) becomes very
high (Kozlowski, Strasser, Giovino, et al., 2001). The risk to individuals from medicinal
nicotine seems to be so low that it is not possible for use to increase enough to cause a net public
health loss: if risks from these often over-the-counter products are less than 0.1% (1 per 1,000),
then use would have to increase over 1,000 times, to cause an equal public health problem
(Kozlowski, Strasser, Giovino, et al., 2001). For a product like snus, if the risk is even 1% that

of cigarettes, use would have to increase 100 times to equal the problems from cigarettes. If the

risk from Snus were as much as 5% that of cigarettes, use would still have to increase an unlikely .

20 times for the public health problems to equal those from cigarettes.
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Some other issues that might prevent public health advice about snus and medicinal
nicotine as harm reduction products
Are addicts in a position to freely choose?

To hold that adult nicotine addicts are too impaired by their addiction to give informed
choice is not in keeping with prevailing legal traditions on competency. Nearly every individual

is assumed to be competent to choose, unless proven otherwise (Wear, 1998).

Are any harm reduction products warranted?

At least one distinguished public health scientist has raised doubts about whether harm
reduction products are needed at all (Pierce, 2000, p. 227). He stated that prevention and
cessation programs should possibly be the sole focus of controlling smoking-caused disease.
This position can be seen as an extreme form of neglecting the right of smokers to make
informed choices. If complete abstinence is not the only way for an individual smoker to
significantly reduce health risks from nicotine addiction, then the rights of smokers to be

informed of'this is still in opposition to an exclusive emphasis on prevention and cessation.

Should we advise on harm reduction products in the absence of proper governmental
regulation?

The failure of governments to establish any effective regulation of tobacco products can
be seen as arguably the greatest failure of public health policy for the past 100 years. I have
recently been in a meeting with several distinguished scientists and opinion leaders interested in
smoking-related public policy and regulation. The majority of these individuals expressed an

unwillingness to express any public opinion about would-be harm reduction products for
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tobacco, until such time as proper regulatory/evaluation systems were in place to unequivocally
judge the degree of harm reduction afforded by the products as used by society. (This might be
viewed as in keeping with the position of the IOM report.) Clearly the best of all possible
research has not yet been done on snus or medicinal nicotine, but, equally clearly, it is wrong to
assume that we lack practical scientific bases for estimating that there will be harm reduction to
individual smokers from these products. Though it is important to attain proper regulation over
tobacco and harm reduction products, this goal is logically and ethically independent of the need

to provide smokers today with what information we do have about the risks of various products.

Shouldn't manufacturers do their own promotion?

I have also heard colleagues say that manufacturers of these products don't need our help
to promote their products. But that should not be justification for avoiding any positive comment
or support for information that might reduce for individual smokers the harm from smoking.
Note that the public health community has not similarly left all advice or encouragement about
products--vaccines or seat-belts or condoms (another harm reduction product)--to the

manufacturers.

Public health approaches to informing smokers of harm reduction options

I am not primarily calling on the medical profession to talk with their noncompliant
smoking patients about harm reduction. A broad-based model for public health interventions can
be found in work on reproductive health. In the area of reproductive health and the right to
information, it is argued that comprehensive programming is needed to inform individuals

(Cohen, 1994). Such programs should include mass media advertising, message placements in
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TV programs, and systematic training of health professionals to discuss the needed information

(Freedman, 1995).

Public health policies should be assessed for their affect of human rights

The late Jonathan Mann was a leader in calling for formal assessments of the impact of
public health policies on human rights (Gostin & Mann, 1999; Mann et al., 1999). Figure 1 is
derived from some of his work (Mann et al., 1999). The best policies are those that protect
human rights as well as promote public health. Mann noted that it was a violation of human
rights on the part of governments to not be providing honest information about the dangers of
cigarettes (Mann et al, 1999). Low-tar cigarettes are designed to reassure smokers and keep
them smoking (e.g., Kozlowski & Sweeney, 1997), but do not reduce health risks to smokers
(Burns et al., in press). This is both a violation of the human right to know and a
counterproductive public health measure.

Cigarettes kill about half of those who smoke them (English et al., 1995; Peto et al.,
1994; U.S. Department of Health and Human Services, 1989). It is urgent to inform smokers

about options they have to reduce risk. This needs to be done in ways that inform smokers as

fully as possible that never starting and complete quitting as soon as possible are the best choices

to promote health, while also indicating that snus or medicinal nicotine (the latter more than the
former) would be preferable to continued smoking. Also, complete substitution of these

products should be encouraged over mixing them with continued smoking. The harm reduction
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message will be complex. There will be many ways to give it. Some will misinterpret even the
most artfully framed message. Notwithstanding, public health policy in this instance lacks
compelling justification to override the human rights of the individual. Individuals have the right

to such health relevant information.
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Figure Legend

Figure 1. Schematic showing the interactive relationship between public health policy and
human rights. The best policies are those that are consistent with human rights. Low-tar
cigarettes are both poor public health policy and in violation of human rights to information.

(See text for more details.)
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Early in his career, veteran ballplayer and broadcaster Joe Garagiola roomed
during spring training with a teammate who, before retiring, would spread
newspapers on the floor around his bed so he could chew while reclining and spit
on the floor.

After eight or nine years of chewing tobacco himself, Garagiola quit when his
young daughter -- who was studying the effects of tobacco in school -- asked him
if he was going to die. "That was it for me," he said.

These days, Garagiola, 76, speaks out against smokeless tobacco as part of
the National Spit Tobacco Education Program. He appeared Wednesday at a press
conference with oral cancer survivor Gruen Von Behrens of Stewardson, Ill., and
state Attorney General Richard Blumenthal. '

Their target was Greenwich-based UST Inc. and its subsidiary, United States
Smokeless Tobacco Co. In February, UST asked the Federal Trade Commission to
allow it to tell consumers that smokeless tobacco products -- such as UST's
Copenhagen and Skoal -- are safer alternatives to cigarette smoking.

"Tt's almost criminal," Dr. Michael Egan, president of the state dental
association, said of UST's request.

Von Behrens, 25, said he began using smokeless tobacco at 13 and was
diagnosed with oral cancer at 17. Today, 30 operations later, his lower face is
severely disfigured and half of his tongue has been removed, along with his
teeth, half of his neck muscles and nearby lymph nodes.

"Don't use it," Von Behrens said, as he broke into tears. "It ruined my
life."

Blumenthal said he hoped the outcry against UST might persuade the company to
withdraw its request -- or the commission to reject it. He said that he and
other attorneys general would also consider legal action against UST. After the
press conference, Blumenthal acknowledged that smokeless tobacco is probably
less dangerous than cigarettes but said the comparison is misleading, because
smokeless tobacco is such a hazardous product. Spit tobacco users are up to 50
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times more likely than nonusers who don't smoke to get oral cancer, which kills
8,000 Americans a year.

Blumenthal said that calling snuff and related products safer than cigarettes
is like saying that it's safer to drive 100 mph on a winding, country road than
to drive 140 mph.

There's a growing debate in the public health community over tobacco harm
reduction; the idea is that, short of getting people to quit, measures can be
taken to reduce the damage done by cigarettes. For example, several "safer"
cigarettes -- with reduced levels of certain cancer-causing compounds -- are
under development.

Richard Verheij, executive vice president and general counsel of UST, said
that his firm sees smokeless tobacco as a potential component in a
harm-reduction strategy and has asked the FTC how it might best inform
consumers.

One researcher cited by Verheij, Lynn Kozlowski, professor and head of the
Department of Biobehavioral Health at Pennsylvania State University, has done
research on smoking for more than 25 years. Kozlowski -- who said he has never
taken tobacco company funding -- said that smokeless tobacco does not cause lung
cancer or respiratory illness. These account for about 60 percent of the deaths
from smoking. And although smokeless products increase the risk for oral cancer,
he said, there is evidence that cigarette use poses a much higher risk of oral
cancer.

"It is bad for you," Kozlowski said of snuff and other spit tobacco products.
"It's not a safe alternative, but it is a much, much safer alternative to
cigarettes." For hard-core smokers who haven't been able to quit using medicinal
nicotine, such as patches and gum, smokeless tobacco might help, he said.

But Gregory Connolly, director of the Tobacco Control Program of the
Massachusetts State Department of Public Health, said that the narrow comparison
misses the broader picture. Smokeless tobacco makers and cigarette manufacturers
together sell nicotine addiction, he said. i

There is little evidence that smokeless tobacco helps smokers quit, but
plenty to show that it is a gateway to cigarettes, he said. Kids who chew
tobacco or use snuff are three times more likely to become smokers, he said.
Adults who use smokeless tobacco are two-and-a-half times more likely to smoke.
Use of the product by pregnant women could affect unborn children.
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